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Moses Cone Health System (MCHS) submits this petition to the State Health
Coordinating Council (SHCC) requesting an adjusted need determination in
Linear Accelerator Service Area 12 (Guilford and Rockingham Counties) to add
need for one (1) new piece of linear accelerator equipment with stereotactic

radiosurgery (SRS) capabilities.

Background
Stereotactic radiosurgery is an advanced form of radiation therapy that combines

stereotactic (three dimensional) localization with multiple cross-fired beams from
a collimated radiation source from outside the body. This technology allows
delivery of a high dose of radiation to a treatment site while keeping the exposure
of healthy tissue at a safe level.” As a result, larger and more effective doses of
radiation can be administered in fewer treatment sessions to a more precise
location. SRS can be used to treat tumors that cannot be treated with traditional
radiation therapy or surgical technigues because of their |ocation, number, size,
shape or proximity to vital tissues or organs, or because of the age or health of

the patient.

As will be discussed subsequently, SRS is establishing a unigue role as a highly
effective therapy for a growing number of tumor sites. Despite this role, the
Certificate of Need Section has determined that SRS is a form of linear
accelerator equipment, and this petition is submitted in the context of this

determination.

! Image-Guided Radiosurgery in the Treatment of Spinal Metastases, Murphy, at al.
Neurosurgical Focus. 2001 Dec 15; 11(6).e6.




Rationale for Adjusted Need Request

An adjusted need determination for an SRS-capable linear accelerator is
essential to providing state-of-the-art care to the patient population of Linear
Accelerator Service Area 12 that currently lacks access to this technology within
the defined service area, has a sufficient patient population base to support SRS
(greater than 500,000 residents), yet cannot currently acquire SRS technology
without negatively affecting existing capacity for established radiation therapy
services. The following discussion presents the rationale for approving the

requested adjusted need determination.

Clinical Applications

Stereotactic radiosurgery clinical applications are both proven and expanding.
SRS technology has been used for more than 30 years, and over 100,000
patients have been treated worldwide. In its earliest form, SRS was used to treat
only intracranial (head and neck) tumors or lesions via a Gamma Knife. This
system, however, utilizes a rigid metal frame that is fixed to the patient's skull,
immobilizing the head so that damage to the healthy tissue surrounding the
tumor is minimized when the radiation is delivered. Advancements in technology
that can provide SRS via a linear accelerator now enable the delivery of high
doses of radiation to intracranial tumors without a metal head frame or to
extracranial tumors, such as spine, lung, prostate, liver, and pancreas, while
maintaining and even improving submillimeter accuracy to target the tumor or

lesion.

Linear accelerators with SRS capabilities are manufactured by Elekta, Novalis,
Accuray, Tomotherapy and Varian. This petition does not attempt to highlight
one manufacturer over another; rather, this petition seeks to add SRS
capabilities to the complement of radiation therapy services provided to residents
of Linear Accelerator Service Area 12 without diminishing existing capabilities for

traditional radiation therapy.




SRS is one of the fastest-growing areas of oncologic radiation therapy. Sg2, a
health care intelligence firm, forecasts that SRS for the treatment of intracranial
cancer will grow 108% over the next ten (10) years and SRS for extracranial
cancer treatment will grow an astonishing 255% over the next ten (10) years.
Intracranial utilization of SRS will increase as the technology is used for patients
with multiple or recurrent brain lesions once thought to be untreatable. as clinical
efficacy improves for non-cancer indications, such as functional disorders and
acoustic neuromas, as incidence of brain metastases increases due to improved
survival rates for other primary cancers, and as public awareness and interest in
receiving state-of-the-art care increases. Additional factors affecting an increase
in utilization of SRS for extracranial applications include growing clinical efficacy
of extracranial applications and non-cancer indications, such as benign tumors,
increased cancer incidence as a result of an aging population and treatment
advances that extend patient longevity, and increasing public awareness and

interest in receiving state-of-the-art care.?

Physician support for the addition of SRS equipment in Service Area 12 is well
established; this support underscores the need for the proposed adjusted need
determination. Because SRS is capable of treating both intra- and extracranial
tumors, neurosurgeons, oncologists, and radiation oncologists all support the
need for availability of SRS for a variety of clinical applications, as evidenced by

support letters presented in Exhibit {.

Geographic Access
Current access to intra and extracranial SRS technology for patients living in
Service Area 12 is limited. Table 1 lists the current providers of stereotactic

radiosurgery in North Carolina and the associated SRS technology.

2 S92 Clinical Intelligence. Stereotactic Radiosurgery: Strategies for Success. 2006.




Table 1
Current North Carolina SRS Providers

Hospital/Facility and SRS-Capable Intra/Extracranial Number of
City Equipment Capability Procedures

: FY 2006
NC Baptist Hospital, Gamma Knife, Intracranial Onty. Gamrggskmfe -
Winston-Salem SRS Linac Intra and Extracranial SRS - 24
Carolinas Medical Not ational
Center ~ Northeast. Cyberknife Intra and Extracranial in?:?:?o'(?ga
Concord
Carolinas Medical . , ,

| Center, Charlotte Novalis SRS Linac Intra and Extracranial 95

gmc Hospitals. Chapel SRS Linac Intra and Extracranial 62
Duke University Varian SRS Linac and :
Hospital, Durham Xknife intra and Extracranial 115
Memorial Mission Cyberknife Intra and Extracranial 272

| Hospital, Asheville

Gamma Knife and

Pitt County Memorial CONIapphcahon Intracranial Ionly for Gamma Knife
) pending for Garmma Knife, Intra and
Hospital/Brody School c . ) SRS 105
of Medicine. Greenville ype_rkm e to replace e_xtracramal for SRS - 0
’ existing SRS-capable | Linac
unit
Carolina Radiation Varian SRS Linac Intra and extracranial 24

Medicine, Greenvilie

Source. Proposed 2008 State Medical Facilities Plan, facility websites, and “Robot Performs
Cancer Surgery”, News and Observer, July 2, 2007. newsobserver.com.

Exhibit [l presents 2 map depicting the location of these established SRS
providers in North Carolina. Several regions within the state experience
excessive distances and travel times for stereotactic radiosurgery, often leading
to greater hardships on patients and their families and/or the limitation of referraf
opportunities. This situation is particularly true in Service Area 12, where the
size of the resident population warrants more immediate access to SRS

technology.

Additionally, existing or planned stereotactic radiosurgery programs have been
developed to serve their established service area populations only; they do not
include service to other areas with a sufficient population experiencing high

utilization of one or more established linear accelerator providers, i.e. Service




Area 12. Hence, these programs are not positioned to meet the significant

demand for SRS treatments from the Service Area 12 resident population.

Current SMFP Linear Accelerator Need Methodology

The current methodology used in the SMFP to determine need for additional
linear accelerators does not account for the unique technological aspects of
SRS. Although the technology is delivered via an SRS-capable linear
accelerator, radiosurgery is a longer procedure than traditional radiation therapy.
Average treatment time is 140 minutes in duration depending on tumor location
and complexity of treatment plan. The treatment plan will require from one to five
fractions or treatments to complete the plan. Therefore, the traditional criterion
for evaluating radiation therapy capacity, 6,500 Equivalent Simple Treatment
Visits (ESTVs) per linear accelerator annually, does not accurately reflect the
utilization patterns for radiosurgery. The capacity for stereotactic radiosurgery
equipment is approximately 350 patients per year at an average of three (3}
treatments per patient and weight of 3.00 or 3,150 ESTVs per year’. By
comparison, traditional radiation therapy protocols provide thirty {30) or more

treatments per patient at approximately fifteen (15) minutes per treatment.

Additionally, the current SMFP linear accelerator need methodology generates

need on a service area-wide basis rather than a facility-specific basis. Therefore,
a facility that is highly utilized and at or near capacity, yet is part of a service area
with other less-utilized facilities, operates at a significant disadvantage. Because
the need methodology does not account for individual facility utilization levels, the
well-utilized facility is thwarted from obtaining new equipment to meet established

trends in patient demand.

The current linear accelerator need methodology also requires a Service Area to
meet two (2) of three (3) criteria in order to generate a need. In addition to the

utilization standard, one of the criterion states that a Service Area should have a

’ Sg2 phone conversation and Proposed 2008 State Medical Facilities Plan Table 9F.




population greater than 120,000 per linear accelerator in order to generate need.
With a total 2007 population of 547,202 in Service Area 12 and seven (7) existing
linear accelerators, population per linear accelerator is 78,172. With projected
annual population growth of 1.1% for the Service Area, this criterion will not be
met until 2049, well beyond the point at which utilization exceeds capacity.
Another criterion can be met when 45% or more of patients come from outside
the service area. As an urban area without an academic medical center, it is
unlikely that Service Area 12, in particular Moses Cone Health System will trigger
this criterion. Therefore, even when utilization of existing linear accelerators
reaches capacity, it is unlikely that Service Area 12 will meet either of the other
two (2) criterion. It is important to note that MCHS was at 105.0% of capacity for
FY 2006 and has been over 96.0% of capacity for the last five (5) years.
Therefore, Service Area 12 will need its existing linear accelerators to meet
demand for traditional radiation therapy, leaving no excess capacity available to

meet demand for SRS.

SRS volume forecasts indicate a sufficient number of patients to justify the use of
this equipment to serve the Area 12 resident population. MCHS employed a
modei developed by Accelitech, a company specializing in business planning and
feasibility studies, to project potential SRS patient volume. Using cancer
incidence rates, the assumption that 60% of all cancer patients will receive some
form of radiation therapy, and the percentage of patients receiving treatment with
other forms of radiation, including SRS, MCHS projects that the total number of
patients in Area 12 who would be clinically appropriate to receive SRS
treatments is 656 in 2007 and 695 in 2012, five years later. Table 2 provides
potential SRS volumes for Area 12.




Table 2
Estimated and Proiected Area 12 SRS Patients

| —
2007 2012 # Change % Change
“Estimated Total
Potential Patient o
Volume 656 695 39 595%

Source: Accelitech Model

Moses Cone Health System
As previously stated, the capacity of SRS equipment is approximately 350
patients, or approximately half of the projected demand for SRS patient volume
in Service Area 12. This capacity estimate is based on a model developed by
Sg2 which employs the following assumptions: average treatment time of 140
minutes, three fractions of treatment per patient, operating 270 days per year,
and10 hours per day. MCHS anticipates serving a significant portion of the
projected Area 12 demand should it receive CON approval for an SRS capable
linear accelerator, while a portion of the patients who live in the service area will
receive treatment at other facilities that offer SRS technology. Of particular note,
this projected Service Area 12 demand for SRS services matched with the
capacity of SRS equipment underscores the vital need for SRS technology in this

Service area.

A service area population of 500,000 or more supports the need for SRS
equipment that has a capacity of 350 patients annually. Table 3 presents a
potential SRS patient volume scenario demonstrating that 295 patients in 2007
and 313 patients in 2012 could receive treatment at a CON approved MCHS
facility. The projected 2012 patient volume is approximately 80% of capacity,
thereby allowing for anticipated growth in the number of patients receiving

treatment at such an SRS program.




Table 3
Sarvice Area 12 SRS Patient Volume Scenario — 2007 and 2012

B 2007 2012
Service Area 12 Population 547.202'" 576,892
Estimated SRS Patient Volumes 656 695
MCHS Market Share 459" 45%
MCHS SRiS Patient Volumes 295 313

: MCHS SRS Capacity Utilization" 84.3% 89.4% J

‘' proposed 2008 State Medical Facilities Plan, Page 113.

I See Table 2.

* Market share estimated based on current MCHS Medical Oncology market
share percent.

" North Carolina Data Center.

® Based on annual capacity of 350 patients.

Source: As noted above.
Moses Cone Health System.

Alternatives Considered

Moses Cone Health System considered a number of aiternatives to submitting
this petition to adjust the need determination in the 2008 SMFP including
maintaining the status quo, replacing an existing MCHS linear accelerator, and
developing a relationship with another area radiation oncology provider. None of
these options was deemed superior to submitting a petition for an adjusted need

determination and, therefore, all were rejected.

Maintain the Status Quo
One alternative considered was to maintain the status quo and not pursue the
acquisition of stereotactic radiosurgery (SRS) technology. This option would

have the obvious advantage of eliminating the necessary capital cost. However,




this option would not allow patients in Service Area 12 to benefit from convenient
access to SRS technology. Currently the closest provider of SRS treatment is
located at NC Baptist Hospital in Winston-Salem, NC, which is approximately
twenty-eight (28) miles from Greensboro, forty-three (43) miles from Reidsville,
and almost fifty (50) miles from Eden, three of the major cities in Area 12. This
distance may impede SRS referrals for many Area 12 residents. Exhibit 11l
demonstrates excessive travel times and distances from established and CON
pending SRS facilities. In addition, since SRS patients often have to return
several times for treatment, a shorter travel distance will be more convenient for

patients and their families.

The technology requested in this petition represents state-of-the-art technology.
It can be used to treat intra and extracranial tumors, thus serving a large and
expanding pool of potential patients. Moreover, SRS technology provides
improved accuracy in targeting the tumor which greatly reduces damage to the

surrounding, healthy tissue.

Replace an Existing MCHS Linear Accelerator

Replacement of an existing MCHS linear accelerator with SRS technology was
also considered. Due to the high utilization levels of MCHS's four (4) existing
linear accelerators, replacing an existing linear accelerator with SRS technology
would significantly reduce capacity for serving radiation oncology patients. Table

4 lists the utihzation of MCHS's existing linear accelerators.




Table 4
Moses Cone Health System Linear Accelerator Volumes FY 2002 — 2006

B [ Change FY 02-06
B "FY 2002 | FY 2003 | FY 2004 | FY 2005 | FY 2006 g2 | %
ESTVs 726,883 | 28.947 | 26.097 | 26,824 | 28,362 | 1.480 5 5%
# of Linear 4 4 4 4 4 0 0.0%
Accelerators
ESTVs/Linear 6,721 7,237 6.524 6,706 7.091 370 5.5%
Accelerator
% Utilization ™ 99.6% | 107.2% | 96.7% 99.3% | 105.0% 5.5% 55% |

Note: ESTV = Equivalent Single Treatment Visit
“'Based on the annuai capacity of 6,750 ESTV procedures, as set in the State Medical Facilities
Ptan.

Scurce: Annual Hospital License Renewal Applications

MCHS has been above 96% capacity since FY 2002 and for FY 2006 was
operating at 105% of capacity.

As previously described, SRS patients are best served through equipment
dedicated to providing SRS services. MCHS’s historically high utilization of its
existing linear accelerator capacity simply does not permit the replacement of
one of these machines with a SRS capable linear accelerator. Under this
scenario, both radiation oncology and SRS patients would suffer from

unacceptable wait times for treatment.

Develop a Relationship with Another Area Radjiation Oncology Provider
Moses Cone Health System also considered developing a relationship with
another area radiation oncology provider. Table 5 lists close hospitals that
provide radiation oncology services, the number of unduplicated patients treated
and the number of ESTV procedures performed in FY 2006.

10




Table 5
Selected North Carolina Hospitals Providing Radiation Oncclogy Services

f FY 2006
. o Number of Number of ESTV |
Radiation Oncology Provider Unduplicated Patients Procedures
Moses Cone Health System 1,080 28,362
High Point Regional Health Systern 385 ™" 9,623"
| Morehead Memorial Hospital 217 5,972
Alamance Regional Medicat Center 305 7.991

" From 2006 HEJ;EE::\_I License Renewal Application, p. 14 and 15 due to an apparent
inconsistency in the 2007 Applicatton as compared to other years, for the number of unduplicated
patients.

Source: 2007 Hospital License Renewal Applications, p. 14 and 15.

Currently within Area 12, there are two other radiation oncology providers, High
Point Regional Health System and Morehead Memorial Hospital. Neither of
these programs have the scope and comprehensiveness of services necessary
to develop a SRS program. Alamance Regional Medical Center, while outside
Service Area 12 but located close to Moses Cone Health System, also lacks the
capacity to serve additional SRS patients. The aforementioned hospitals are
small to medium sized community hospitals and do not have the size,
technological infrastructure, and breadth of physician specialties on staff to be a
viable partner with MCHS to develop a SRS program. Supporting this
conclusion, please see Exhibit 1V for letters from High Point Regional Health

System and Morehead Memorial Hospital supporting this petition.

The closest SRS provider to Area 12 is NC Baptist Hospital, located in Winston-
Salem. UNC Hospital, the next closest facility that provides SRS treatments is
fifty-six (56) miles from Greensboro, a distance which would cause referral and

trave! difficulties for patients in need of treatment.

After thoroughly examining these three alternatives, MCHS decided that
submitting this petition was the best option to provide Area 12 residents with

state-of-the-art technology within close proximity to their homes and without

11




reducing capacity for patients in need of highly utilized, traditional radiation

treatments.

No Unnecessary Duplication of Health Care Resources

The addition of a need determination for a linear accelerator with SRS capability
will not result in unnecessary duplication of health care resources for the
following reasons:

1. Linear Accelerator Service Area 12 currently contains no SRS capable
equipment. MCHS and its physicians are uniquely qualified to offer this
service by expanding its well-established, well-utilized radiation oncology
program.

2. MCHS's existing linear accelerators are operating above 100% capacity
{6,750 ESTVs/linear accelerator) as noted in Table 4.

3. Patient volumes for SRS, both intra and extracranial, will grow substantially
over the coming years due to the clinica!l applications of the technology and
the expected growth in incidence of cancers that may benefit from treatment
using SRS.

4. The current linear accelerator need methodology is service area based.
Hence, it penalizes those providers who operate at high utilization while other
service area providers do not. This situation limits a weill-utilized program
from upgrading existing equipment without incurring negative consequences

for existing patients and clinical needs.

Adjusted Need Determination Request

Moses Cone Health System respectfully requests that the 2008 State Medical
Facilities Plan include an adjusted need determination for a linear accelerator
providing stereotactic radiosurgery capabilities in Service Area 12 based on the

following criteria:

1. The Service Area 12 2007 resident population exceeds 500,000, a size

sufficient to support a stereotactic radiosurgery program.

12




2. As documented in the Proposed 2008 State Medical Facilities Plan,
Moses Cone Health System provided linear accelerator services above
the performance threshold of 6,750 ESTVs per linear accelerator for FY
2006,

3. No stereotactic radiosurgery providers exist in Service Area 12.

Moreover, the potential for establishing the need for a linear accelerator
with SRS capability, absent an adjusted need determination, will not occur

for many years to come.

13
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-27 14

Dear Ms. Brown'

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. [f MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As Radiation
Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. SRS provided via a linear accelerator now enables the delivery of
high doses of radiation to intracranial tumors without a metal head frame and to extracranial
tumors such as the spine, lung. prostate, liver, and pancreas, while maintaining and even
improving submillimeter accuracy to target the tumor or lesion. Intercranmial utilization of SRS is
projected to increase based on several factors: the technology can be used for patients with
multiple or recurrent brain lesions once thought to be untreatable; clinical efficacy will continue
to improve for non-cancer indications, such as functional disorders and acoustic neuromas;
treatment of brain metastases will increase due to improved survival rates for other primary
cancers; and the increasing public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we look

forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerely,

Ww@ WD
obert Murray, M.D.
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Ms. Elizabeth 8rown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery {(SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12,

SRS is one of the fastest-growing areas of oncologic radiation therapy. As Radiation
Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. SRS provided via a linear accelerator now enables the delivery of
high doses of radiation to intracranial tumors without a metal head frame and to extracranial
tumors such as the spine, lung, prostate, liver, and pancreas, while maintaining and even
improving submillimeter accuracy to target the tumor or lesion. Intercranial utilization of SRS is
projected to increase based on several factors: the technology can be used for patients with
multiple or recurrent brain lesions once thought to be untreatable, clinical efficacy will continue
to improve for non-cancer indications, such as functional disorders and acoustic neuromas;
treatment of brain metastases will increase due to improved survival rates for other primary
cancers; and the increasing public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we look
forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

I am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician. | have first hand knowledge of
how SRS couid benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a targe population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new. cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12

SRS is one of the fastest-growing areas of oncologic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and to extracranial tumors such as the spine. lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or leston. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuromas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multiple trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition, and we look

forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

John Feldmann, M.D.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Reguiation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

I am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with sterectactic
radiosurgery (SRS} capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new. cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and te extracranial tumors such as the spine, lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or lesion. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuremas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multiple trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition. and we look
forward to the Medical Facilities Planning Section's approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerelyﬂ

Peter Rubin, M.D.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncolegic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and to extracranial tumors such as the spine, lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or lesion. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuromas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multipie trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition, and we ook
forward to the Medical Facilities Planning Section's approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerely, :

S /%L(L\Q,{A‘L\

G. Bradley Sherrill, M.D.
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August 3, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-27 14

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by
Moses Cone Heaith System (MCHS) requesting the addition of a linear accelerator with
stereotactic radiosurgery (SRS) capabilities in service area 12 (Guiford and
Rockingham Counties) to the 2008 State Medical Facilities Plan. As a practicing
physician, | have first hand knowledge of how SRS could benefit my patients, and |
firmly believe a variety of reasons justify the approval of Moses Cone's petition for
Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS,
which is operating above capacity. if MCHS were to replace an existing linear
accelerator with SRS equipment, it would significantly reduce capacity, as throughput
on SRS machines is much lower than on traditional linear accelerators. This would
cause a significant barrier to access for patients in need of traditional radiation oncology
as well as SRS, a new, cutting-edge technology. Therefore, we believe adding need for
a linear accelerator with SRS technology is the only way to ensure high quality,
accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS therapies in
treating intracranial spinal tumors. SRS provided via a linear accelerator now enables
the delivery of high doses of radiation to intracranial tumors without a metal head frame
and to extracranial tumors such as the spine, lung, prostate, liver, and pancreas, while
maintaining and even improving submillimeter accuracy to target the tumor or lesion.
Intercraniai utilization of SRS is projected to increase based on several factors: the
technolegy can be used for patients with multiple or recurrent brain lesions once thought
to be untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain metastases will




increase due to improved survival rates for other primary cancers; and the increasing
public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we
lock forward to the Medical Facilities Planning Section's approval of the adjusted need
determination for the addition of need for a linear accelerator with SRS capabilities in
service area 12.

Sincerely‘

M#M@m L77

Henr§ Elsner, [\ Robert Nudelman, MD

Mark Roy, Jeffr kins, MD

Jamed Hirsch, MD

Kyle abbell, MD




August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
{(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider,
MCHS, which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metal head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intracranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we look forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.

Sincerey /
Randy O. Kritzer, M. D.
Neurosurgeon

Carolina Neurosurgery, P.A.

301 E. Wendover Ave, Suite 211
Greensboro, NC 27401




August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider,
MCHS, which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metal head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intracranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we look forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.

David Jone
Neurosurgeoq
Carolina Neurosurgery, P.A.

301 E. Wendover Ave, Suite 211
Greensboro, NC 27401
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High Point onal
Health S\rslt‘eel%i’l

Jeffrey S Miller
Prexident

August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilitics Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Scrvices
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Ms. Brown:

I understand that Moses Cone Health System is submitting a petition requesting
an adjusted need determination for the 2008 State Medical Facilities Plan to add a lincar
accelerator with stereotactic radiosurgery capabilitics to Service Area 12.

High Point Regional Health System 1s one of the three estahlished providers of radiation
oncology services in Linear Accclerator Service Arca 12. I believe the residents of
Guilford and Rockingham counties could greatly benefit by gaining greater access to
stereotactic radiosurgery services. Morcover, it appears that petitioning for an adjusted
need determination is the most effective approach for estahlishing the need for this
valuable technology. 1 urge the State Health Coordinating Council to approve the
petition submitted by Moses Cone Health System.

effrey S. Miller
President

6011 N. Elm Street » PO. Box HP-5
High Point, North Carolina 27261
Telephone (336) §78-6960
Fax (336) 87R-6158




MOREHEAD

MZMORIAL-HOSPITAL

August 3, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown,

I understand that Moses Cone Health System is submitting a petition requesting an
adjusted need determination for the 2008 State Medical Facilities Plan to add a linear
accelerator with stereotatic radiosurgery capabilities to Service Area 12. Morehead
Memonal Hospital is one of the three established providers of radiation oncology
services in Linear Accelerator Service Area 12.  This new linear accelerator will not
take volume from any of the existing facilities as it will be a dedicated unit only used for
ster¢otatic radiosurgery, a service currently not available in Service Area 12. 1 believe
the residents of Guilford and Rockingham counties could greatly benefit by gaining
greater access lo stereotatic radiosurgery services. Moreover, it appears that petitioning
for an adjusted need determination is the most effective approach for establishing the
need for this valuable technology. I urge the State Health Coordinating Council to
approve the petition submitted by Moses Cone Health System.

Sincerely,

it A Gt f

Robert A. Enders, Jr.
President

117 Bast Kings Highway
Eden, North Carolina 27288-5201
TEL 336.623.9711
www.motehead.org
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Technology and Equipment
Committee Meeting

August 29, 2007

Radiation Oncology Services -
Linear Accelerators

Comments Related To

Linac Petition-1: Moses Cone Health System

Comment -1 Jim Whiting
Comment -2 Dr. Henry A. Pool



Proposed 2008 State Medical Facilities Plan e
TAA
Public Hearing
July 20, 2007
S Heajrh Plava
RECEIvED

Moses Cone Health System
Remarks Made Supporting an Adjusted _
Medical Fagiyies
Need Determination for a Linear Accelerator WING Section
with Stereotactic Radiosurgery Capability

in Service Area 12

Good Afternoon. My name is Jim Whiting, and | am the Vice President for Moses
Cone Health System's Regional Cancer Center. My remarks today address the
need to provide immediate access to Stereotactic Radiosurgery (SRS)
technology for the residents of linear accelerator Service Area 12 comprising
Guilford and Rockingham counties. Serving this unmet need is essential to
insuring a full array of state-of-the-art therapy services to this region’'s population,
which currently totals over 541,000 residents. However, existing State Medical
Facilities Plan need methodologies effectively block the addition of SRS
technology in our area. As a result, Moses Cone Health System intends to
submit a petition for an adjusted need determination for the addition of a linear
accelerator with SRS capabilities.

Our petition will be based on the following major points:

1 Stereotactic radiosurgery is both a proven and expanding modality for
the treatment of both intra and extra cranial tumors.

2. Physicians directly involved with the care of patients who could
benefit most from SRS, most notably neurosurgeons, thoracic
surgeons and radiation oncologists on staff at Moses Cone Health
System, strongly support the addition of this technology.

3. Current geographic access to SRS services for Area 12 residents
is limited.



- No SRS providers exist in Guilford or Rockingham counties.

- While other service areas provide SRS, travel to these programs
Imposes a burden on Area 12 patients and families.

4. The Service Area 12 resident population is of a sufficient size,
greater than 500,000, to warrant the development of a SRS program.

5. The current SMFP need methodology for linear accelerators is area
and not provider specific. As a result, lower utilized facilities in a given
service area can prevent the determination of an identified need
despite one or more providers operating at or above capacity.

This situation is currently found in Area 12, where MCHS operates at

over 100% capacity on its four (4) linear accelerators, whiie Morehead
Memorial Hospital and High Point Regional Health System operate at
79.9% and 69.2%, respectively.

6. MCHS has considered a number of alternatives to requesting an
adjusted need determination:

- The status quo fails to meet the unmet need for SRS services.

- Replacing an existing linear accelerator at MCHS with a
stereotactic radiosurgery machine significantly reduces MCHS
radiation oncology capacity. SRS patients require longer
treatment times; a machine dedicated to SRS will best meet the
clinical needs of these patients.

7. No unnecessary duplication of services will result from the approval of
this adjusted need determination. Indeed, our petition is based on the
current lack of SRS capabilities in Area 12.

Our petition will expand on each of these major points. | am hopeful that the
Medical Facilities Planning Section staff and the State Health Coordinating
Council will look favorably at our request.

Thank you.
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Ms. Elizabeth Brown, Chief A
Medical Facilities Planning Section NS AR
The Division of Health Service Regulation <
North Carolina Department of Heaith and Human Services Sl

2714 Mail Service Center
Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider.
MCHS. which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metat head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intercranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable: clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas, treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we ook forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.
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PETITION FOR A SPECIAL NEED DETERMINATION
FOR A CYBERKNIFE STEREOTACTIC RADIOSURGERY SYSTEM
IN THE PROPOSED 2008 STATE MEDICAL FACILITIES PLAN FOR
LINEAR ACCELERATOR AREA 18

PETITIONER

Lynda B. Clark, Vice President for Professional Services DFS Hod Phong
Cape Fear Valley Health System RECEIVED
1638 Owen Drive o
Fayetteville North Carolina 28302-2000 Ao 2507

910/609-6549

Medicat Facilitigs

Plannis .
STATEMENT OF THE REQUESTED ADJUSTMENT 9 Secron

Cape Fear Valley Heaith System ("Cape Fear Valley") submits this petition for an
adjustment in the Proposed 2008 State Medical Facilities Plan ("SMFP") to
recognize a special need determination for a CyberKnife Stereotactic Radiosurgery
System in linear accelerator area 18 (*Area 18")'.

We concur with the preliminary determination from the Technology and Equipment
Committee noted on May 24, 2007 that based on the SMFP need determination
methodology there is no need for an additional linear accelerator in the state. We
also agree with the Technology Committee that no additional GammaKnife is
needed in the state,

Based on information provided on the following pages, Cape Fear Valley
respectfully requests that consideration be given to a special need determination
in Area 18 for the development of a CyberKnife Stereotactic Radiosurgery System
based on the unique needs of the area.

REASONS FOR THE PROPOSED ADJUSTMENT

History of Stereotactic Radiosurgery

Stereotactic Radiosurgery (SRS) is a highly precise form of radiation therapy
delivered in a single high-dose session with effects so dramatic it is considered
surgical in nature. Stereotactic Radiotherapy (SRT) is similar in effect but
fractionated, meaning 2-5 treatments instead of just one treatment. SRS and SRT
have been used historically to treat certain types of malignant and non-malignant
brain tumors, brain malformations, inoperable brain tumors, as well as recurrent
brain tumors. Until recently, almost all SRS and SRT was limited to intracranial
(brain and upper spine) lesions using head frames bolted to a patient's skull as
well as the treatment table to immobilize the patient for treatment. SRS and SRT

' Area 18 in the SMFP inciudes Cumberland, Bladen. Robeson and Sampson counties,

4ad® 126537700




treatments for intracranial lesions have traditionally been performed using finear
accelerators modified to deliver these precise treatments, proton therapy units
found onty in a few locations in the world, and Cobalt-60 dedicated units known as
a Gammaknife.?

Stereotactic Radiosurgery (SRS) has been around for many years, though mainly
in university settings. SRS/SRT programs have historically been provided by
academic medical centers due to the enormous financial and physical resources
required for the lengthy procedures and research. At the opposite end of the linear
accelerator spectrum, community hospital settings have neither the financial nor
physical resource backing for research, especially the excess capacity needed on
their linear accelerators to perform SRS/SRT. Thus, SRS/SRT programs have
mainly been limited to the university setting. As an example, typical SRS patient
treatments take muitiple hours to perform: first, attaching the headframe to the
skull or preparing immobilization devices, second, imaging the treatment area;
third, performing the computerized treatment plan; and finally, treating the patient.
All of these processes take place with the patient lying on an uncomfortable
treatment table and over multiple hours. Staff must be present throughout most of
the procedures including radiation oncologists, physicists, dosimetrists, nurses,
radiation therapists, and other support staff. During this long process, the linear
accelerator cannot be used for external beam radiation therapy (“EBRT”)
treatments, tying up valuable resources for an extended period of time.

In the early 2000's, a revolutionary SRS/SRT unit was developed called
CyberKnife and with it SRS/SRT services began expanding beyond the academic
medical center setting. CyberKnife contains a small linear accelerator mounted
on a robotic arm that delivers high doses of radiation anywhere in the body without
invasive headframes bolted to skulls or other invasive immobilization. This
astounding technology accomplishes this mission that no other SRS/SRT product
has done (intra and extracranial treatments with little or no immobilization) by
visually tracking the tumor during treatment and moving with the tumor for the
entirety of the treatment. CyberKnife is an SRS/SRT dedicated unit used solely to
treat intracranial and extracranial lesions anywhere in the body, and like the
GammakKnife, is not capable of performing typical EBRT, the most common
procedures performed with linear accelerators. CyberKnife represents a
phenomenal breakthrough for SRS and SRT, for which there is no comparison.

In contrast to traditional SRS/SRT technology, CyberKnife requires no invasive
immobilization procedures to be performed, imaging and treatment planning are
done on the virtual patient prior to the day of treatment and patient treatments
generally take only 30-90 minutes depending on the tumor volume treated and the
tumor location. Because of this, CyberKnife procedures in established centers
range from 4-7 patient treatments a day. Intracranial tumors are typically treated
and completed in just one treatment with CyberKnife. Extracranial tumors

* Currently, Wake Forest University Baptist Medical Center and Pitt County Memonal Hospital
operate GammakKnife equipment. The following providers have SRS/SRT modified linear
accelerators: Carolinas Mecical Cenler {1), Duke (2). Memorial Mission (1), Pitt County Memorial

Hospital (2}, UNC (1), Wake Forest (1), Carolina Radiation Medicine (1).
.
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generally range from 3-5 treatments with CyberKnife to complete their treatment
course. The resource allocation for CyberKnife still requires the same staff
members to participate in the SRS/SRT process; however, less time commitment
per patient and greater flexibility with planning vyields, greater efficiency and the
ability to treat more patients daily as compared to traditional linac-based
SRS/SRT.

CyberKnife can easily treat 350 new SRS/SRT patients annually, as evidenced by
successful programs throughout the United States, many of which are in
community hospital settings and installing second CyberKnife units. The
compelling and undisputable evidence nationwide shows that traditional linac-
based SRS/SRT programs simply are not widely adopted nor widely used due to
the muititude of inefficiencies noted earlier, even on dedicated SRS/SRT units.
Clearly, CyberKnife affords the greatest SRS/SRT utilization and efficiency in the
market today. Even more compelling than the efficiencies gained is that
CyberKnife is designed for a different population of patients than those receiving
traditional EBRT, a population largely receiving less optimal treatment or no
treatment at all.

Currently CyberKnife services are provided at Memorial Mission Hospitals
(Asheville) and Northeast Medical Center (Concord). UNC Hospitals (Chapel Hill)
has been approved for the service and East Carolina University (Greenville) has
applied for approval.

Recent NC Experience with Stereotactic Radiosurgery

According to the 2007 SMFP, there were eight operationat SRS/SRT units in 2005
that performed a total of 700 SRS/SRT procedures on seven linac-based SRS
units and one GammaKnife unit. According to the draft 2008 SMFP, there were
982 SRS/SRT procedures performed on eleven operational SRS/SRT units in
2006, including eight linac-based units, one CyberKnife, and two GammaKnife
units. Graph 1 below distinguishes the number and type of SRS/SRT equipment
installed and functional in North Carolina from 2000-20086.

2000 2001 2002 2063 2004 2005 2006
Inn SRS Linacs M# GammaKnives 0# CyberKnife l
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The chart below shows the number of SRS/SRT procedures at each of the
facilities operating SRS/SRT equipment. The clear leaders in SRS/SRT
treatments performed in North Carclina are Wake Forest using GammakKnife for
the majority of their SRS/SRT procedures and Memorial Mission using CyberKnife
for 100 percent of their SRS/SRT. None of the linac-based providers performed
substantial SRS/SRT procedures compared to the dedicated SRS/SRT
GammaKnife and CyberKnife units.
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The graph and table below show the growth in SRS/SRT over the past seven
years and the low number of procedures performed on Linac SRS units as
compared to dedicated SRS/SRT units (GammakKnife and CyberKnife}. In cne
year a single CyberKnife unit performed almost as many SRS/SRT procedures as
eight Linac SRS units.
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Table 1 - SRS Utilization by Typa SRS Equlpment

Avg

Avg T Avg . .
SRS Linac SRS Cyber SRS . - - SRS SRS - State
Data In-Use SRS Par Cyber SRS Per Gamma Gamma " Per  Linac
_Year  Linacs  Proc__ Linac  # Proc Cyber # Proc Gamma__ Volumaes
2000 5 113 23 1 132 132 512.578
2001 5 91 18 1 185 185 558,311 !
2002 5 150 30 1 223 223 553.506 ¢
. 2003 5 228 46 1 318 318 556,321
2004 4] 329 55 1 358 358 556,224
2005 7 388 55 1 312 312 517.262
2006 8 320 40 1 272 272 2 390 195 573.184
Seven Years !
_Cumulative 181y 22 1818 3,887,386

For the reporting year 2007, three CyberKnife units will be operational in North
Carolina with projected volumes greater than 500 procedures exceeding volumes
performed on either GammaKnife or Linac SRS units in.2006. CyberKnife is
expected to experience such growth because it is the only system uniquely able to
combine continuous image guidance, automatic correction with computer
controlled robotics, minimal (if any) immobilization requirements, and ability to
deliver ablative radiosurgery with sub-millimeter accuracy anywhere in the body
with minimal to no side effects.

The only site in North Carolina to date with CyberKnife experience is Memorial
Mission, which experienced no reduction in EBRT velumes when a CyberKnife
was added. as shown in Table 2 below.

! Table 2~ Equivalent Simple Treatment Visits (ESTVs")

‘ 2007 and Proposed 2008 SMFP

| Memorial Mission ESTVs FY2005 FY2006 Increase in

' FY2006

_Excluding CyberKnife ESTVS 19563 | 19.949 380 |
Inciuding CyberKnife ESTVs 19,569 20.766 1 19?

Linear Accelerator Need Determination in Area 18

Currently, 112 linear accelerators are in operation or are planned for development

in North Carolina. Five linear accelerators operate in Area 18, three at Cape Fear

Valley Medical Center (Cape Fear Valley’'s main campus in Fayetteville), one at

Health Pavilion North (Cape Fear Valley's north Cumberland County outpatient

facility) and one at Southeastern Regional Medical Center in Lumberton, North

Carclina. The need methodology in the SMFP requires meeting two of three of the

following criteria before a need is established:

1) Popuiation per accelerator is 120,000 or more;

2} More than 45% of the patients served by the Area's linear accelerators are
residents from outside the Area;
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3) Equivalent Simple Treatment Visits (“ESTVs") divided by 6.750 (linear
accelerator capacity as defined by the SMFP) less the number of existing
accelerators in the Area is greater than or equal to .25.

Area 18 meets Criteria 3 and actually shows a +.50 need determination in the
proposed 2008 SMFP, but does not meet Criteria 1 or 2 (Area 18 population per
accelerator = 107,401; 12% of patients reside outside Area 18). Therefore, no
need is established in Area 18 for an additional linear accelerator.® Also, the 2006
and 2007 SMFP determined no need for an additional linear accelerator in Area
18

In November 2006, Cape Fear Valley submitted an application for the acquisition
of CyberKnife equipment to provide SRS/SRT services. The application was
denied by the CON Section based on its interpretation that a CyberKnife is subject
to the regular need methodology. It should be noted that GammaKnife equipment,
which is used only for SRS intracranial treatments, is not subject to this linear
accelerator need methodology. Likewise, CyberKnife can only be used for
SRS/SRT intracrantal and extracranial treatments and cannot perform EBRT
treatments.  As described more fully below, there is a critical need for SRS/SRT
services in Southeastern North Carolina where currently no providers offer this
service. Given the need for the service and the clinical expertise, resources and
capabilities present at Cape Fear Valley to support the service, a special need
should be determined for a dedicated SRS/SRT program in Area 18.

Special Needs of Area 18

A number of North Carolina communities will gain access to CyberKnife
technology by repiacing existing linear accelerators. UNC Hospitals is replacing
an existing fow-utilization linear accelerator with a CyberKnife unit and East
Carolina University proposes to do the same. Under these circumstances, need in
the SMFP is not required because existing equipment is being replaced, though
Clearly these units are dissimilar. Such a replacement would be similar to
replacing an outdated cobalt unit with a GammakKnife.

Replacing an existing linear accelerator in Area 18 is not an option available to
providers because existing demand for Area 18 linear accelerators aiready
exceeds the capacity threshold in the SMFP methodology. Of the 27 SMFP
linear accelerator areas, only one other, area 17¢, exceeds the capacity threshold
by more than 25 as required in the linear accelerator need methodology. As
noted previously, CyberKnife is a dedicated unit that is capable of performing only
SRS/SRT. SRS/SRT is a critical need in southeastern North Carolina and
represents a new treatment choice for a largely new population of patients in this
region. Replacing a currently fully utilized linear accelerator in order to gain a
CyberKnife would limit EBRT treatment capacity and is certainly not in the best
interest of the patients we serve.

Lo SAER also does nat establinh o linear accelerator need m any other Arca,
PAtea 1T bava popalation e approximutely 295 300 residents and mcludes Moare, Hoke., Lee, Montgomery,
Scotland and Rchmond counties
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Recent experience in Area 18 indicates that as linear accelerators are added
capacity is quickly absorbed. When Cape Fear's fourth linear accelerator became
operational at Health Pavilion North in Fayetteville in fiscal year 2006, the unit was
operating at full capacity within five months. According to the SMFP Jinear
accelerator need determination methodology, a fully utilized linear accelerator
performs 6,750 ESTVs annually. For the 2006 reporting period, Cape Fear Valtey
actually performed 27,631 ESTVs on 4 linear accelerators, or 6,908 ESTVs per
unit, even with the fourth linear accelerator operational for only five months of the
reporting year. For Area 18, 37,115 ESTVs were performed in 2006 on five
accelerators or 7,423 ESTVs per unit owned by Cape Fear Valley or through
contracted services with Southeastern Regional Medical Center. Growth of EBRT,
the most common radiation treatments, is only expected to continue, meaning that
Cape Fear Valley will likely need to add more traditional linear accelerators if there
Is future need determined in the SMFP.

Moreover, Area 18 has a large population of over 537,000 people, which is more
than adequate to support a dedicated SRS/SRT service. No other linear
accelerator service area in the State has a large enough population to support a
dedicated SRS/SRT service coupled with the lack of capacity in existing linear
accelerator units, precluding the ability to replace an existing EBRT linear
accelerator with a CyberKnife. [n the letter under Attachment 1, Dr. Hugh Bryan,
Medical Director of Cape Fear Valley's Radiation Oncology department describes
SRS, the need for the service in Area 18 and how SRS patients are different from
other radiation therapy candidates.

Also, attached are letters from other radiation oncologists in the country
addressing the differences between external beam therapy and SRS. Attachment
2 includes a letter from Dr. Mark J. Brenner, Chief of Radiation Oncology at Sinai
Hospital in Baltimore. Sinai has treated over 1,000 patients with CyberKnife
technology and recently started utilizing its second unit. Attachment 3 includes a
letter from Dr. Clinton A. Medbery, President of Southwest Radiation Oncology in
Oklahoma City, also noting that that CyberKnife SRS is not a replacement for
standard linear accelerator {reatments.

Projected Demand for CyberKnife in Area 18

As noted in Table 3 below, Cape Fear Valley projects that an Area 18 CyberKnife
will annually serve approximately 250 patients and provide approximately 620
CyberKnife treatments by the third year of operation in addition to more than
19,000 projected EBRT linear accelerator treatments. This is a conservative
estimate based on Cape Fear Valley 2006 radiation therapy patients with specific
types of inoperable cancer or who have incurred maximum radiation treatments for
their lesions (see Table 4 below). This extraordinary need cannot be met with
traditional linear accelerator equipment, but requires stereotactic radiosurgery
technology. This request for a CyberKnife stereotactic radiosurgery system in
Area 18 is required to meet the critical needs of well over 500,000 residents in our
four-county service area.
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Table 3 - Cape Fear Valley Projections
Data Year | Linacs Linac Linac Cyber- CyberKnife CyberKnife
Patients Treatments Knives Patients Treatments
(not ESTVs)
! 2006 Actual | 4" 893 | 17,388
2007 Projected ' 4 911 17,736 - j
| 2008 P 4 928 ~ 18.091
1 2009P |4 I 9481 18,452 1 150 375
12010 P 4 P 9e7 18,821 1 200 500 |
L2011 P ' 4 ] 986 19,198 | 1. 250 620
T {TY Fouddh Uinear acceteralor bécame operalional in Fay 20087 o T
Table 4 ]
Cape Fear Valley CyberKnife Candidates In 2006
+ AREA TREATED # OF PATIENTS % TREATABLE TOTAL
: TREATED WITH WITH CYBERKNIFE
' ' EXTERNAL BEAM CYBERKNIFE CANDIDATES
! . RADIATION AT CAFE !
S — _FEARVALLEY | i .
. Primary mahgnani 48 patients 40% | 19
- Head and Neck
| tumors ' R
Primary malignant 29 patients 30% g
Brain tumors 1L L
! Primary lung tumors | 90 patients ) 30% 27
| Metastatic lung " 39 patients 25% | 10
{tumors B P o _
| Pancreatic tumors | 10patients 75% 8
_Renaltumors 5 patients 0% 2
. Prostale cancer ¢  139patents | = 50% YA
| Totai 426patents ;T i1

Over 200 peer reviewed papers and bock chapters have been published from
1991 through 2007 regarding CyberKnife SRS and its efficacy for the treatment
areas noted above. Cape Fear Valley will provide a clinical dossier of the
publications to the Planning Section upen request.

ADVERSE EFFECTS_ON THE POPULATION OF THE AFFECTED
AREA THAT ARE LIKELY TO ENSUE IF THE ADJUSTMENT IS NOT
MADE

Cape Fear Valley conservatively identified 178 distinct patients for SRS treatments
based on its current population base and projects that at least 250 patients will need
SRS by 2011. Area 18 providers cannot replace an existing linear accelerator with a
CyberKnife unit, because all existing units are already fully utilized performing
EBRT. Therefore, these patients will lack access to CyberKnife technology unless
they receive services from one of the three currently approved CyberKnife providers.
The closest of these providers is Chapel Hill, which is two hours or more away from
much of Area 18. Given the high demand anticipated by the new service at UNC
there is no assurance that Area 18 residents will have access to this equipment
even if they are able to drive to Chape! Hill. Patients in southeastern North Carolina
do not have practical or convenient access to SRS/SRT. Without this critical choice,
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patients may choose less optimal treatments (if there are choices), receive no
treatment at all, or die.

A STATEMENT OF ALTERNATIVES TO THE PROPOQOSED
ADJUSTMENT THAT WERE CONSIDERED AND FOUND NOT
FEASIBLE

Cape Fear Valley has explored maintaining the status quo. which means that Area
18 will not have access to a SRS/SRT program. In fact, currently a SRS/SRT
program is not available anywhere in Southeastern North Carolina (HSA V).
Maintaining the status quo is not an option given the need as described above.

The second alternative we explored is replacing an existing linear accelerator with
a CyberKnife dedicated to SRS/SRT. As described above, SRS/SRT is not an
alternative for patients who receive external beam treatments. Rather, SRS/SRT
represents a population of patients that generally have inoperable tumors, are not
surgical candidates, have received maximum external beam treatments to an area,
or choose SRS/SRT rather than surgery. Therefore, replacing an existing linear
accelerator with a CyberKnife is only a valid option when the accelerator is not
being fully utilized.  Since this is not the case in Area 18, replacement is not an
option. '

EVIDENCE THAT HEALTH SERVICE DEVELOPMENT PERMITTED
BY THE PROPOSED ADJUSTMENT WOULD NOT RESULT IN
UNNECESSARY DUPLICATION OF HEALTH RESOURCES IN THE
AREA.

Other CyberKnife approved or operating units are located in Asheville NC {six
hours distance from Fayetteville), Concord, NC (three hours distance) and Chapel
Hill (two hours distance). In fact, there are no SRS services or equipment in
southeastern North Carolina. CyberKnife units are unique to other SRS/SRT
technologies because it is the only system that can clinically ablate tumors
anywhere in the body, without immobilization, and with sub-milliliter accuracy.
Almost all other forms of SRS/SRT are mainly limited to intracranial SRS/SRT
treatments.  CyberKnife represents a phenomenal breakthrough in SRS/SRT
technology that will undoubtedly raise the bar in SRS/SRT treatment delivery.

PETITIONERS SHOULD ASSUME THE SAME SERVICE AREA
DEFINITIONS AS GIVEN IN THE PROGRAM CHAPTERS OF THE
PROPOSED SMFP.

Area 18 was assumed for service area purposes for this petition.
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OTHER RECOMMENDATIONS

Stereotactic Radiosurgery and Stereotactic Radiotherapy are unigue and separate
from external beam radiation therapy. As such, these procedures and the
dedicated equipment used to deliver these treatments should be consistentiy
reported and accounted for accurately in the inventory: (1) the "GammaKnife"
heading would be more accurately changed to "Stereotactic Radiosurgery and
Stereotactic Radiotherapy”. The current methodology of reporting all types of
SRS/SRT under the GammakKnife heading is inaccurate and misleading; (2), the
Facility Inventory-Service Volume heading should contain the type of SRS/SRT
equipment, either dedicated SRS/SRT unit or multi-functional linac used and the
SRS/SRT procedure count produced from that equipment; and (3). need
determination methodologies for SRS/SRT dedicated units like GammaKnife and
CyberKnife, need to be developed that include specific criteria based on
population, utilization, and location to provide the best patient access for these
services throughout the state.

LETTERS OF SUPPORT

Attached are letters received to date supporting the need for an adjustment to the
State Medical Facilities Plan to add the need for a CyberKnife Stereotactic
Radiosurgery System in Area 18.
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5 July 2007

Mr. Tom Elkins

Medical Facilitics Planning Section
Division of Facilities Services
2714 Mail Service Center

Raleigh, NC  27699-2714

Re: Special need determination for CyberKnife, Cape Fear Valley Health System
Dear Mr. Elkins:

For the past 25 vears, the Cancer Center ot Cape Fear Valley has been caring for the
people of southeastern North Carolina.  Our commitnient has been providing optimal
state of the art treatment at Home and having the capacity to take care of every one who
needs our services. We believe we offer the most comprehensive program in our region.
We now have four fully utilized hnear accelerators, threc at Cape Fear Valley Health
Systenm and one at our recently opened facility in northern Cumberland County, Health
Pavilion North. We also have a contract to manage the Radiation Oncology Division of
Gibson Cancer Center of Southeastern Regional Medical Center in Lumberton.
Therefore, we are direetly involved in the care of patients from a large parl of
southeastern North Carolina from the Rescarch Triangle down to Wilmington.

Our patients’ aceess to the latest and best technology has rivaled that of our netghboring
university hospitals. We now offer three dimensional conformal radiation therapy.
intensity modulated radiation therapy and image guided radiation therapy. We have an
extensive brachytherapy program that includes prostate implants and high dose rate
therapy for gynecologic malignancies and partial breast yrradiation, 1.¢. MammoSite.

Access to the latest technology is important but we 2lso offer services that address the
mind, body and soul of our patients both during and after treatment.  Our Qasis
Complementary Medicine Program includes six different support groups for patients and
their families, nutritional classes, Healing Touch, Tai Chi, Reflexology, Massage
‘Therapy and Look Good Feel Better.

While we are constantly refining and updating our existing programs we also have an on
going obligation to evaluate new treatments that should be available to our patients and
that will be future benchmarks for a comprchensive community cancer center. W
therefore previously submitted a proposal to ebtain a Certificate of Need to develop a
stereotactic radiosurgery program based on the CyberKnife Radiosurgery system. Before
doing so we carefully analyzed the needs of the patients we serve, our ability to meet
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those needs and the potential impact of this service on our existing program as well as the
other programs in our area. We conferred with two representatives of the CON Division
Facihity Services regarding our intent prior to filing our apphication and we were led to
believe that our application was appropriate. We feel that our subsequent proposal fully
satisfied the rules and guidelines that we were led to believe existed at that time for major
medical equpment. Furthennore, we belicve that our application was denied based on
the faulty assumption that a CyberKnife is a traditional linear accelerator. This would be
tantamount to categorizing a GammaKnife as a cobalt machine.

Stereotactic radiosurgery depends upon exquisite high resolution imaging of the target
(lesion/tumor) and the surrounding normal structures and the ability to deliver a very high
dose of radiation to that target with sub-millimeter accuracy using a large number of
small cross-fired radiation beams as a non-invasive surgical knife. This use of radiation
1s aptly termed “surgery without a kmife™.

Patients who are candidates for radiosurgery are a unique group and most often simply
have no other alternative.  They are often medically inoperable due to pre-existing
conditions such as chronic lung discase, coronary artery disease, etc. The tumor may be
surgically unresectable.  They may have recurrent tumor within a previously irradiated
arca.

In other words, these are patients that you otherwise just could not treat in any other way.
Treating them, therefore, does not decrease the workioad on your existing lincar
accelerators. As a matter of fact, stanstics from departments with a CyberKnife show an
increase sn the number of patients receiving traditional radiation therapy.  This
phenomenon s generally attributed to an enhanced departmental image which leads to an
increascd number of referrals.

The GummaKnife was the first instrument developed for radiosurgery. This machine
focuses 201 beams of gamma radiation from 201 scparate cobalt sources ot a precise
target. It is limited to neurosurgical/brain-only applications and requires immobilization
with a nigid head frame that is attached 1o the skull with four pins. Treatment planming
may require several hours thereafter and the head frame must remain in place. Therefore,
due to the complexity of the set-up and patient tolerance, GammaKnife treatment is
limited to a single fraction.

The foundation of radiation oncology departments is the traditional linear accelerator.
Recent advances in hnear accelerator technology include intensity modulated radiation
therapy (IMRT) and image guided radation therapy (IGRT). These techniques allow for
more precise trradiation of the intended target while limiting the dose to adjacent critical
structures.  Several machines, ¢.g., Varian's Trilogy, Elekia's Synergy and BrainLab's
Novalis, are designed to be “all purpose™ units capable of standard treatment as well as
intracramal and extracramal stereotactic radiosurgery.  However, recent SUTVEVS
mcluding an analysis of these machines in our own State shows that they are
underutilized for this purpose.




We considered these all-purpose lincar accelerators as well as Tomotherapy when we
made our choice and after considerabie consultation and thoughtful analysis we are
absolutely convinced that none of them performs intracranial and extracranial stercotactic
radiosurgery with the precision, elegance and efficiency of CyberKmfe.

The CyberKnifc was developed exclusively for stereotactic radiosurgery.  The
CyberKnife includes a light, compact 6MeV linear accclerator mounted on a precisc
computer driven robotic arm. Patients are treated lying on a couch while the robotic arm
moves the small lincar accelerator around then. The machine 1s capable of delivering
beams as small as 5 mm from 1600 different positions. It can therefore deliver a
homogenous dosc to a target of any shape with sub-millimeter accuracy by
superimposing a very large number of suitably angled and weighted small beams.
Uniquely, the position of the target 1s continuously monitored throughout treatment and
the robot trajectory is appropriately adjusted to account for any patient movement.
CyherKnife can thercfore treat lesions that move with respiration. The patients can be
treated without uncomfortable body or head frames and treatment can be fractionated,
i.¢., one to five treatments instecad of only one, and this may be beneficiul when the target
closely approximates a critical radiosensitive structure.

The CyberKnife can be used to treat a wide variety of medical conditions including
cancers, benign tumors, and lesions anywhere in the body and now at lcast 50% of
treatments are extracranial. CyberKnife radiosurgery can be used for benign intracranial
lesions such as acoustic neuroma, meningioma, pituitary adenoma, arteriovenous
malformation and trigeminal ncuralgia. It often provides superior palliation 1n patients
with brain metastases. Palients with early stage cancers of the lung or prostate can
achieve results comparahle to surgery if they wish to aveid an operation or 1f they are
medically unfit for an invasive procedure. Unprecedented local control can be achieved
in certain inoperable tumors, e.g. pancreas. CyberKmife radiosurgery can provide rapid
durable palliation in patients with bone, spinc and liver metastases. It may be the only
alternative for patients who have suffered locul recurrcnce in spite of previous surgery
and/or radiation therapy. In many instances, CyberKnife allows treatment for patients
who are simply untreatable in the past.

A CyberKnife is no more a traditional linear accelerator than a GummaKnife is a cobalt
machine and [ fear that this misconception, if it persists, will deny our paticnts access to
this new and exciting technology. As noted, a radiosurgery program attracts new patients
that othenwise would not be treated and therefore, at least initially has no cffect on the
utilization of existing linear accclerators.  As noted above, 1t may actually increasc
utilization in the future. Thercfore, it seems unreasonable for an institution who can
demonstrate the need for and the means to provide stercotactic radiosurgery to have to
wait untl there is an allocation for an accelerator in their area. Similarly, it also scems
unreasonable to require an institution with fully utihzed linear accelerators to
decommission and relinquish the CON for onc of their machines i order to acquire &
stereotactic radiosurgery system in a timely fashion since this would inevitably result in
over utilization of their remaining machines. This scenario could be a nighunare for all
of us!




We believe that our application for CvberKnife demonstrates a need for stercotactic
radiosurgery in our area as well as our ability to provide this scrvice in an optimal
fashion. While there arc other methods of delivering stercotactic radiosurgery, we feel
that CyberKnife is unique and the best solution for our patient population. Different
institutions have different nceds and mayv decide that GammaKnife. Tomotherapy or a
modified all-purpose accelerator is best for them. We would not presume to select which
technology 1s best for them or interferc with their ability to obtain a proper CON.

In summary, we believe that Jedicated stereotactic radiosurgery systems such as
CyberKnife should be placed in a special category and not considered replacement for
standard linear accelerators.  This would facilitate the orderly, controlled growth of
stercotactic radiosurgery in North Carelina and ensure that our patients continue to have
optimal access to oncalogy services.

Sigerely,

/;“,‘QBA-—\A»—-

J. Hugh Bryan, MD
Medical Director
Radiation Oncology
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June 25, 2007

Mr. Tom Elkins

Medical Facilities Planning Section
Division of Facility Services

2714 Mail Service Center

Raieigh NC 27699-2714

RE: Special Need Determination for CyberKnife, Cape Fear Valley Health
System

Dcar Mr. Elking-

I am writing to you in my capacity as chief of Radiation Dncology at Sinai
Hospital of Baltimore. We provide standard Radiation Oncology services, both
2-dimensional Radiation Therapy and 1ts immediate successor, J-dimensiona)
confonmal radiation therapy (3D-CRT), and the two subsequent upgrades,
Intensity Modulated Radiation Therapy (IMRT), and Image-Guided Radiation

1009 with the CyberKnife, and in January of this year we started Operations with
our second CyberKnife, so great has the demand for it been. Unlike the
aforementioned modes of pure Radiation Oncology, SRS is really a hybrid of
radiation and surgery. Here, multiple pinpoint precise individua) beams of
trradiation arc directed to a target, deliveting doses far in excess of what can be
donc with any of the available modalities of standard uradiation, with the aim of
ablating the tumor. SRS is truly “surgery without the scalpel”—it takes its
lineage from the traditional neurosurgical/brain-only applications as provided by
Gamma Knife, but with the crucia) differences that it does not require that the
patient be rigidly immobilized, and that it can treat lesions anywhere in the body.
Atour center we have already treated over 60 cases of medically inoperable hung
canccrs, and we presently have the largcest series of stercotactically treated
unresectable pancreatic cancers in the world!

Almost ail Radiation Oncology departments today have trad;tional linear
accelerators with IMRT/IGRT capacity, which allow for better treatment than
older methods of therapy for cages where the tumor exists closc to critica)
structures. But these systems do not and can not do true radiosurgery.




Stereotactic radiosurgery differs from these other techniques in several crucial
ways:

1. Only the gross tumor is treated, with no aiternpt to treat the
surrounding soft tissues and/or the draining lymph nodes, which may
Or May not contain microscopic tumor.

2. Lutle or no margin around tbe tumor is added to allow for day-to-day
Sct-up vanations or uncertainties, even without nigid immoblization,
because ...

3. The system “knows™ in real time where the paticnt and the tumor are
located in all three dimensions and adjusts accordingly. Unlike the
situation with IGRT, wherein imaging allows for precise day-to-day
setup before the beam is turned on, this is yue image guidance and
antificial intelligence technology. Incredibly high doses of irradiation
are delivered with pinpoint precision even 1o rumors that constantly
move with respiration, in paticnts who move randomly and
intermittently, with a margin of error of at most 1-2 millimeters!

4. Courses of treatment are administered over one to five fractions, not
over several weeks, as is the case with standard Radistion Oncology.

SRS Is not an alternative to radiation but to surgery. The paradigm bhere is
that is that jt is the surgeon who determines that whereas idcally the patient
would be taken to the O R, surgery is precluded because the patient is
medically inoperable (c.g. severe COPD or cofonary artery disease), and/or the
tumor is surgically unresectable (c.g. it is encasing major vessels, of the region
has alrecady undergone maximum prior surgery or radiation). We recently Joocked
back at all our CyberKnife cases, and found that virtually rone of them could be
treated with the avajlable technology of pure Radiation Oncology (2D, 3D,
IMRT or IGRT).

! would respectfuily submit that dedicated SRS systems such as the CyberKnife
should be separately accountcd for in North Caroling for radiation therapy
systems. These units arc not replacements for standard linear accelerators, but
rather, an entirely new modaliry, a hybrid of radiation and surgery, which provide




an alternative tg surgery for patients who heretofore had simply run out of
options.

Sincerely yours,

(—‘_\"‘
\mr, M.D., FACR

Chairman, Department of Radiation Oncology
Sinai Hospital of Bahimore
MIB/imb
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June 23, 2007

Mr Tom Elkins

Medical Facilities Flanning Section
Division of Facility Services

2714 Mal Service Center

Raleigh NC 2769%-2714

RE. Special Need Determination for CyberKnife, Cape Fear Valley Health System

Southwest Radiation Oncology is an Oklahoma provider of Radiation Oncology services. These
services include devices that can provide radiation therapy (RT), Intensity Modulated Radiation
Therapy (IMRT), and Image-Guided Radiation Therapy (IGRT). [n 2003, we investigated
adding a Stereotactic Radiosurgery (SRS) Program to our practice.  Qur research indicated that
SRS has esolved from the traditional neurosurgicalbrain-only applications as provided by
Gamma Knife or similar devices inlo a treatment option for lesions anywhere in the body.

Before adding SRS to our practice we investigated thoroughly the impact an SRS program would
have on our existing radiation therapy programs, our patients, and our community.

Many centers have traditional linear accelerators that used advanced technology for enhanced
patient treatment, such as intensity modulated radiation therapy and‘or image guided radiation
therapy Although these allow for better treatment than older methods of therapy for cases where
the tumor exists close to critical structures, they are technologically and clinically distinet from
radiosurgery. Stereotactic radiosurgery (SRS) differs from these other techniques in several ways:

! Patients are treated in 1-3 fractions, not several weeks,

2 The identifiable tumor 15 treated, not areas at risk.

3. Little or no margin around the tumor is added to account for set-up uncenainties.

4 lImage guidance 15 used daly

SRS 15 generallv used in two situations. -

1. The paticnt would ordinarily be treated with surgery, but is not medically fit for such
surgical intervention.

2. The problem is one for which surgery is impossible or inadvisable and standard
rutdiation technigues have a high risk of resulting in significant injury.

SRS can sometimes be performed by traditional linear accelerators using special modifications,
but is probably best performed by dedicated systems such as the CyberKnife. The CyberKnife
also has the advantage of allowing motion tracking for tumars that move with respiration, and is
the only system capable of such tracking.

For all these reasons, dedicated SRS systems such as the CyberKnife should separately accounted
for in the planning of the state of North Carolina for radiation therapy systems. Thesc units are
not replacements for standard tinear accelerators. [t would be anticipated that the number of such
systems would be far lower than the number of standard accelerators, but additional linear

accelerators will not replace these systems
Sincerely,
FAEE
;i -

Mifiton A. Medbery, I, M D
President
Southwest Radiation Cncolopy
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July 27,2007

Tom Elkins

Medical Factlities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714.

Dear Mr. Elkins:

[ am writing to support Cape Fear Valley Health System’s request in petitioning for a need
adjustment to the State Medicat Facilities Plan (SMFP} to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18, | feel that the best possible healtheare and health
technology should be available for our citizens. [ believe that if Cape Fear Valley Health System
replaces one of its fully-utilized linear accelerators. it will not best serve patients and that arca
residents should have access to leading edge technologies accessible to other North Carohina
residents,

I am convinced that Area 18 is truly in a unique position relative to its large population and 1ts
inability to replace a highly utilized linear accelerator with CyberKnife cequipment for
stereotactic radiosurgery. It doesn’t seem fair that arcas with fewer capacity constraints should
have better access o SRS/SRT services than other areas in North Carolina.  For Cape Fear
Valley. along with the residents of Arca 18, to possibly not be able to gain access to CyberKnite
technology considering a) the current linear accelerator methodology. b) the CON section’s
interpretation that the SMEP demonstrate a need for an aceelerator before CyberKnife equipment
is acquired, and ¢} the current utilization rate of Area 18°s lincar accelerators, in my opinion 1s
unrcasonable.

Your consideration to this request is appreciated.

Sincerely. .
I-d Melvin

Commissioner
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July 27. 2007

Tom L)kins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Pear Mr. Elkins:

Please accept this letter as my support of Cape Fear Valley Health Svstem’s request 1n
petitioning for a nced adjustment to the State Medical Facilities Plan (SMI'P) to add the nced for
a CyberKnife Stereotactic Radiosurgery System in Area 18. The health system is convinced that
replacing one of its fully-utilized linear accelerators will not best serve patients and that area
residents should have access to leading edge technologies accessible to oiher North Carolina
residents.

For Cape Fear Valley. along with the residents of Area 18. to possibly not be able to gain access
to CyberKnife technotogy considering a) the current linear aceelerator methodology. by the CON
section's interpretation that the SMEFP demonstrate a need for an accelerator before CyberKnife
cquipment is acquired. and ¢) the current utilization rate of Area 18's lincar accelerators. in my
opinion is unrcasonable. Moreover, when need is identified in future SMFPs. Cape Fear Valley
or other Area 18 providers may be compelled to add an EBRT lincar accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). 1 am
convinced that Area 18 is truly in a unigue position relative to its large population and its
inability to replace a highly utilized linear accelerator with CyberKnife equipment for
stereotactic radiosurgery.

I am hopeful that you will be convineed by the reasonable rationale submitted by Cape Fear
Valley Health System that a need adjustment to {he State Medical Facilities Plan (SMFP) to add
the need for a CyberKnife Stereotactic Radiosurgery System in Area |8 is warranted and has

(.'rf:‘f‘mrmlg Orer Past .1furf‘r.n'n|‘g Our Future
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merit. As a long time resident and member of the Cumberland County Board of Commissioners.
1 want the best possible healthcare and health technology available for me as well as the citizens
[ represent. Thank you for your consideration of this request.

Sincerely.

Billy R. King .
Commissioner

mc
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July 27,2007
Tom Elkins
Medical Facilities Planning Section
The Division of Health Service Regulation
2714 Mail Service Center
Raleigh, NC 27699.2714 :

Dear Mr. Elkins:

| support Cape Fear Valiey Health System’s request in petitioning for a need adjustment to the
State Medical Facilities Plan (SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery
System in Area 18. 1 feel that the best possible healthcare and health technology should be
available for our citizens.

Yor Cape Fear Valley. along with the residents of Area 18, 10 possibly not be able to gain access
to CyvberKnife technology considering a) the current linear accelerator methodology. b) the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator before CyberKnife
equipment is acquired. and ¢) the current utilization rate of Area 18°s linear accelerators, in my
opinion is unreasonable. Morcover. when need is identified in future SMFPs, Cape Fear Valley
or other Area 18 providers may be compelled to add an EBRT linear accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced).

I would appreciate your consideration in granting the request for the need adjustment to the State
Medical Facilities Plan (SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery

System in Area 18,

Sincerely,
\?'- ¢ -mmud:t'* LW U"S\

Jeannette Council
Commuisstoner
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July 27,2007

Fom EFlkms

Medical Facilities Planning Section

Fhe Division of ilealth Servive Regulation
2714 Ml Seoviee Center

Raleygh, NC 2704U)-27 14

Dcar Mr. Flkins

Please accept this letter m support of Cape Fear Valley Health Svstem's request i petioning for a need
adjustment to the State Medical Facthties Plan (SMEP)Y (0 add the need for a CvberKmife Sterentactic
Radiosurgery System e Area 180 T heheve that it Cape Fear Valley Health System replaces one of s
fully-utihzed hinear aceelerators it will not best serve patients and that arca residents should have access
to leading edye technologies aceessthle o other North Carolima residents. | feel that the hest possible
healtheare and health teehnology should he avarlable for aw cihzens,

1 am convineed that Arca 18 s truly i a umgue position rekabive toats large population and s mabihty o
replace a highly utilized Imear accelerator with CyvherKmfe equpment for stereotactic radiosurgery. It
doesn’t seem e that areas with fewer capacity constrints should have better access 1o SRSSR1
services than other areas 1n North Carohna. For Cape Fear Vailey, along wath the residents of Area 18 to
possibly not be able to gain aceess o CyberKmie technology considening a) the current hinear aceelerator
methodology, by the CON seetion’s mterprelation that the SMEP denumstrate a need for an accelerator
hetore CvberKnife equipment 1s acquired, and ¢} the cuirent utibzation rate of Area I8's lincar
accelerators, tn my opion 1s unreasonable. Moreover, when need 15 identified in tuture SMEPs, Cape
Fear Vallev or other Area 18 providers may be compelled o add an EBRT hnear aecelerator miven the
capacity cons s tsurely o be ereatedofoae of the current seeeleratorsas replaced).

I would appreciee your favorable consideration of the request tor the need adjustment to the State
Medieal Faciimes Plan (SMEP) to add the need for a CyberKmfe Stereotactic Rachosurgery System m
Arca 1%

Smerely,

County Manacer
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July 27,2007

Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh. NC 27699-2714

[Dear Mr. Elkins:

This letter is written in support of Cape Fear Valley Health System’s request in petitioning tor a
need adjustment to the State Medical Facilities Plan (SMEP) to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18. [ agree with Cape Fear Valley Health System that
replacing one of its fullv-utilized linear accelerators will not best serve patients and that area
residents should have access to leading edge technologivs accessible to other North Carolia
residents. As a long -time resident and member of the Cumberland County Board of
Commissioners, | want the best possible healtheare and health technology available for the
citizens of Cumberland County.

It doesn't scem fair that areas with fewer capacity constraints should have better access to
SRS/SRT services than other areas in North Carolina. For Cape Fear Valley along with the
residents of Area 18 to possibly not be able to gain access to CyberKnife technology considering
a) the cerrent lincar accelerator methodology. b the CON section’s interpretation that the SMFP
demonstrate a need for an accelerator before CyberKnife equipment is acquired, and c) the
current utilization rate of Area 18's lincar accelerators. in my opinion is unreasomable.
Moreover, when need is identified in future SMFPs. Cape Fear Valley or other Area 18 providers
may be compelled to add an EBRT linear accelerator given the capacity constraints (surely to be
created if ane of the current accelerators is replaced). 1 am convinced that Area 18 is truly in a
anique position relative to its large population and its inability to replace a highly atilized linear
accelerator with CyberKnite equipment for stercotactic radiosurgery.

(.}'frl"ruur{g Cur Past f.-nhm.fn_g € her Frtiere
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I am hopeful that you will agree that a nced adjustment to the State Medical Facilities Plan
(SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is
warranted and has merit. Thank you for your consideration of this request.

Sincerely,
f_} &uw MLCU-LLO

J. Breeden Blackwell
Vice-Chairman

me
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July 27, 2007

Tom Elkins

Medica! Facilities Planning Section

The Division of Health Service Regulation '
2714 Mail Service Center

Raleigh. NC 27699-2714

Dear Mr. Elkins:

Please know that I am in support of Cape Fear Valley Health System's request in petitioning for
a need adjustment to the State Medical Facilities Plan (SMEP) to add the need for a CybherKnife
Stercotactic Radiosurgery System in Area 18. The health system is convinced that replacing one.
of its fully-utilized linear accelerators will not best serve patients and that area residents should
have access to leading edge technologies accessible to other North Carolina residents.  As a long
time resident and member of the Cumberland County Board of Commissioncrs. [ want the best
possible healthcare and health tec hnology available for me as well as the citizens [ represent.

For Cape Fear Valley. along with the residents of Arca 18. to possibly not be able to gain access
to CyberKnife technology considering a) the current linear accelerator methodology, b) the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator before CyberKnife
equipment is acquired, and ¢) the current utilization rate of Arca 18’s linear accelerators, in my
opinion is unreasonable. Moreover, when need is identified in future SMFPs, Cape Fear Valley
or other Arca |8 providers may be compelled to add an EBRT lincar accelcrator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). I am
convinced that Area 18 is truly in a unique position relative to its large population and 1ts
inability to replace a highly utilized linear accelerator with CyberKnife equipment for
stereotactic radiosurgery. 1t doesn’t seem fair that arcas with fewer capacity constraints should
have hetter access 10 SRS/SRT services than other arcas in North Carolina.

I am hopeful that you will he convinced by the reasonable rationale submitied by Cape Fear
Valley Health System that a need adjustment to the State Medical Facilities Plan (SMFP) to add
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the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is warranted and has
merit. Thank you for your consideration of my and their request.

Sincerely,

lreniTC £ 4

Kenneth $. Edge
Chairman

fme




Health & Healing
2623 Westchester Drive
Fayetteville, NC 28303-5227

July 31, 2007

Mr. Tom Elkins

Medical Facilities Planning Scction
Division of Health Scrvice Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Decar Mr. Elkins:

1 am writing on behalf of Cape Fear Valley Health System (CFVHS) to request your
support in adjusting the definition of “need” for the system. Asa retired MCH nursing
consultant with the Division of Health Services. 1 support the need for your agency to
oversee allocations of “high- dollar” medical cquipment in our State. In my former life. |
found that the Cumberland-Bladen-Robeson-Sampson geographic arca was always trving
to play catch-up with the rest of North Carolina in obtaining the equipment nceded to
provide appropriate services to the population in three of the geographically largest
countics of our State. Because we arc still trying to catch up on cquipment and because
of the geographic size of the arca, we needed the Linear Accelcator placed at the Health
Pavilion North campus of CFVHS to meet the needs of our citizens.

Today, we arc also in a new era for Cape Fear Valley Heaith Systen. In addition to the
more routine services found in a large medical center. we are ready to provide cutting-
cdge technology. We arc also attempting to reach out to the surrounding countics to mect
the needs of the medically underserved population in this large region as well as that of
Cumberland County. In addition, Ft. Bragg is one of the bases that is in the process of
enlarging under the Base Realignment and Closure (BRAC) recommendations; and, Ft.
Bragg is a base of choice for soldiers who have exceptional family member needs. Our
neurosurgeons serve both soldicrs and their dependents. It is anticipated that we may
also see the nced for CyberKnifc Stereotactic Radiosurgery in this younger population.

Last November we requested approval for the CyberKnife. Please sec my attached lctter
of support dated 11/09/06. Nothing has changed, except my friend. the cancer patient
who could have used this type of surgery, has dicd. We still have the support of the
multiple physician practices and people in nced. While we stil! need and utilize the
Lincar Acceleator when it is appropriate, we also have a nced and responsibility to
provide cutting-cdge technology to the population of Southeastern North Carolina which
the CyberKnife Stercotactic Radiosurgery system will provide. While this 15 a large
geographic arca, Favetteville is casily accessible to all major areas in the surrounding




counties. We hope you will consider the placement of the CyberKnife at Cape Fear
Valley Hcalth System to meet your objectives: to promote and cncourage cost-cflective
quality health care services and to expand the health care services to an area that is
medically underserved. With your support, we, the trustces of Cape Fear Valley Health
System, are willing to take on this responsibility.

Thank you in advance for expanding your consideration to enabie us to meet the nceds of
the population of southeastern North Carolina.

Sincerely.
Mary Buie, RN. MPH, Secretary/Treasurer

Cape Fear Valley Health System Board of Trustecs

Ce: lynda Clark
Joyee Korzen

g ]




G

John R. Gritfin, Jr.
3481 Thamesford Read
Fayetieville, NC 28311

A AR AAAA A A AR AN

Julv 31, 2007

Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

Please know that | am in support of Cape Fear Valley Health System’s request in
petitioning for a need adjustment to the State Medical Facilities Plan (SMFP) to add the
need for a CyberKnife Stereotactic Radiosurgery System in Area 18. The health system-
is convinced that replacing one of its fully-utilized linear accelerators will not best serve
patients and that area residents should have access to leading edge technologies
accessible to other North Carolina residents. As a long time resident of Cumberland
County, former Superintendent of the Cumberland County School System and a current
member of the Board of Trustees, I know that we need the best possible healthcare and
health technology available for the citizens of Cumiberland County and this region.

For Cape Fear Valley along with the residents of Area 18 to possibly not be able to gain
access to CyberKnife technology considering a) the current linear accelerator.
methodology, b) the CON section’s interpretation that the SMFP demonstrate a need for
an accelerator before CyvberKnife equipment is acquired, and c¢) the current utilization
rate of Area 18’s linear accelerators, in my opinion is unreasonable. Moreover, when
need is identified in future SMFPs, Cape Fear Valley or other Area 18 providers may be
compelled to add an EBRT linear accelerator given the capacity constraints (surely to be
created if one of the current accelerators is replaced). 1 am convinced that Area 18 is
truly in a unique position relative to its large population and its inability to replace a
highlv utilized linear accelerator with CyberKnife equipment for stereotactic
radiosurgery. It doesn't seem fair that areas with fewer capacity constraints should have
better access to SRS/SRT services than other areas in North Carolina.

Hopefully, you will be convinced by the reasonable rationale submitted by Cape Fear
Vallev Health System that a need adjustment to the State Medical Facilities Plan (SMFP)
to add the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is
warranted and has merit. Thank vou for your sincere consideration of Cape Fear
Valley's request.

an, Board of Trustees




AUG-c-20P7  B5:06  FROM: S | T0: 913186096160 p.272

BC

BLADEN COUNTY HOSPITAL

July 31, 2007

Mr. Tom Elkins. Medical Facilities Planning Section
Division of Health Service Regulation

2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins,

On behalf of Bladen County Hospital and the citizens of Bladen County, | am writing to
support the application submitted by Cape Fear Valley Health System for an additional
linear acceleration dedicated to Cyberknife Techrology.

It is our understanding that this minimally invasive technology is rapidly becoming standard
of practice throughout the state for the treatment of cancer. and we support the efforts of
Cape Fear Valley Health Systemto bring Cyberknife Stereotactic Radiosurgery to the
citizens of Southeastern North Carolina.

This technology requires the dedication of a linear accelerator and we believe that the
advancements in medicine should be considered in adjusting need determination for linear
accelerators in the State's Medical Facility Plan. Recognizing that the regional demand for
the existing linear accelerators exceeds capacity further compels us to support this
request.

In summary, Bladen County Hospital, as a primary care provider in a contiguous county,
supports Cape Fear Valley Health System's request to appropriately adjust the need
determination as stated in the State Medical Facility Plan to recognize the requirements for
Cyberknife Stereotactic Radiosurgery in area 18.

Respectfully submitted,

vid J. Mésterson\CEO
Bladen County Hospital

Cc: Lynda Clark, VP Professional Services
CFVHS
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Mr. Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

Recently, [ received information from Cape Fear Valley Medical Health System
(CFVHS) advising that a request for a CyberKnife Stereotactic Radiosurgery System was
denied by your section.

I would like to request that due to the significance of the geographic location and
the population in our regton you reverse this decision, make an adjustment to need
determination, and grant this certification of need for the CyberKnife Stereotactic
Radiosurgery System. Our military base alone will increase by 2,100 people before the
year 2010. As you know, our area is still the predominate metro-hub in southeastern
North Carolina, and I feel the requested system would be of great value to the citizens of
Cumberland and surrounding counties.

Your consideration of this request is appreciated, and if you have any questions or
I can be of further service, please contact me.

Sincerely,
John W."Bil™ Hurley
JWHm
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Division of Health Service Reaunlation
2714 Mail Service Center
Raleigh, NC 276992714

Dear Mr. Elkins.

['am wniting this letter on behalf of Cape Fear Valley Health System's request
for an adjustment to the need determination for the development of a
CyberKnife Stercotactic Radiosurgery system in the 2008 Sate Medical
Facihties plan (SMFP} in linear accelerator area 18 (Area 18).

As an Otolaryngologist and a member of the Cumberland County Board ot
Commissioners, | strongly support this request for the requested adjustment of
the SMEP. It is my understanding that the previous application for the
CyberKnife was denied because the population per aceelerator in Area 18 did
not exceed 120,000 persons and only 12% of patients treated here resided
outside Area 18. There are two issucs here that must be considered. As yvou
may very well know, with the recent base realignment. there will be
substantial growth in the Cumberland County and surrounding region over the
NeNE 3-4 vediss Asa county commissioner. I have been brieted as county
commissioners that up to 40,000 people will be moving into Cumberland
County and surrounding counties because of the expected growth of Fort
Bragg. There will. therefore, be increased need for this type of treatment tor
the military and their dependents as well. In addition. there is an ever
increasing number of specialists in Cumberland County and surrounding arcas
whao will be referring patients for this technology. 1 strongly believe in my
own specialty and in others that this type of new technology will be a strong
draw for patients to have access to and utilization of this new technology,

It is also impractical for Cape Fear Valley to replace an existing lincar
accelerator with the CyberKaife technology. Our utilization of our current
lincar accelerators already exceeds the state requirement for an additional
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accelerator. By merely substituting the CyberKnife for a hinear aceelerator, it
will delay needed radiation therapy to patients requiring that spectfic
methodology rather than the treatment offered by the CyberKnife technology.

Finally. T am aware that CyberKnife services are available in Asheville and in
Concord. In addition. UINC and Fast Carolina University have either been
approved or have applied for this technology. For many vears. residents of
Cumberland and 5urr0undmg, counties have been delayed in obtaining needed
approvals for services to be provided to our residents. This is a low wealth
arca and our patients deserve and need access to the latest technology in the
treatment of their malignancies. It is impractical for many of these low
income patients to travel to UNC or, as [ believe likelv, to one of the fucilities
in Wake County or to Duke University which will ultimately be approved. It
is entirely appropriate for the SMFP to be adjusted ta allow this technology to
be placed centrally in southeastern North Carolina and to provide service in
this area. As previously noted. Cumberland County and the € ape Fear Valley
Health System will be rapidly growing and. for the first time in my 27 vears
here. we are beginning to see an influx of new, well-trained physicians in
many spectalties. Although those persons living in the triangle have had the
privilege of casy access to specialty care for many years, that has not been
true in Cumbcerland County and in southeastern North Carolina. It is time to
allow Cape Fear Valley Health System to provide this needed service as soon
as possible.

If T may supply addittonal information, please do not hesitate to contaet me.

erely,

T

JohnF. Henlev, Jr.. MD
JTH Cwe
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Tom Elkins DFRSE*(‘:“ME“TEB“
Medical Facihities Planning Section
The Diviston of Health Service Regulation
2714 Marl Service Center AUG 04 2001
Raletgh, NC 27699-2713
i Medical Faciliries
Plasning Section

Dear Mr. Elkins:

This letter 1s written in support of Cape Fear Valley Health System’s request for
an adjustment to need determination for the development of a CyberKmife Stereotactic
Rudiosurgery System in the 2008 State Medical Facilities Plan (SMFP) in linear
accelerator Area 18.

Cape Fear Valey Health System’s linear accelerators already exceed the capacity
threshold, so replacing an existing linear accelerator with a CyberKnife Stereotactic
Rudiosurgery Systenas not an option for Area 18, Area 18 has a large population of over
535000 people. This is more than adequate to support a dedicated SRS/SRT service.

Cune Fear Valley Heslth Svetem has been nroviding quality healtheare for the
restdents of Cumberfand County and surrounding communities since 1956. The
additional services would allow them to provide the best available technology to treat

patients with devastating illnesses. [ would appreciate your consideration of this request.

Very truly yours,

4@ E. Rand

AER:t
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BLADEN COUNTY HOSPITAL

DFS Heapyt oy
RECEIVER *
July 31, 2007 405 0,4 -
Med, :
Mr. Tom Elkins, Medical Facilities Planning Section %m';:dﬁnes
Division of Health Service Regulation CTion

2714 Mail Service Center
Raleigh, NC 27699-2714

Dear Mr. Elkins,

On behalf of Bladen County Hospital and the citizens of Biaden County, | am writing to
support the application submitted by Cape Fear Valley Health System for an additional
linear acceleration dedicated to Cyberknife Technology.

It is our understanding that this minimally invasive technology is rapidly becoming standard
of practice throughout the state for the treatment of cancer, and we support the efforts of
Cape Fear Valley Health System to bring Cyberknife Stereotactic Radiosurgery to the
citizens of Southeastern North Carolina.

This technology requires the dedication of a linear accelerator and we believe that the
advancements in medicine should be considered in adjusting need determination for linear
accelerators in the State's Medical Facility Plan. Recognizing that the regional demand for
the existing linear accelerators exceeds capacity further compels us to support this
request.

In summary, Bladen County Hospital, as a primary care provider in a contiguous county,
supports Cape Fear Valley Health System’s request to appropriately adjust the need

determination as stated in the State Medical Facility Plan to recognize the requirements for
Cyberknife Stereotactic Radiosurgery in area 18.

Respectfully submitted,

avid J. Mésterson\CEO
Bladen County Hospital

Cc: Lynda Clark, VP Professional Services
CFVHS

FC. Box 398, Elizabethtown., N.C. 28337-0398 = (910} 862-5100




Buie, Norman & Co., P.A. John G. Buie. Jr.. CPA
CERTIFIED Rcbert D. Norman, CPA
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2294 McGill Drive
Post Office Box 87047

Fayettaevilie, NC 28304-7047 Tel: (910) 484-0145
www. buienorman.com Fax: (910} 485-4524
July 3T JOU7 Member AICPA, NCACPA

Tom Elkins .

Medical Facilities Planning Section %"‘*‘"‘l\,' e

The Division of Health Service Regulation

2714 Mail Service Center

Ralcigh, NC 27699-2714. AUG G4 2007

Dear Mr. Elkins: mﬁgﬂﬁ

Cape Fear Valley Health System has submitted a request to the Division of Health Service
Regulation petitioning for a need adjustment to the State Medical Facilities Plan (SMFP) to add
the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 and [ am extremely
supportive of this request. The health system is convinced that replacing one of its fully-utilized
lincar accelerators will not best serve patients and that arca residents should have access 1o
leading edge technologics accessible to other North Carolina residents.  As a long time resident
of Cumberland County and a current member of the Board of Trustees. I know that we need and
are expected to provided the best possible healthcare and health technology for the citizens of
Cumberland County and this region.

FFor the restdents of Arca 18 along with Cape Fear Valley to possibly not be able to gain access
to CyberKnife technology considering a) the current linear accelerator methodology, by the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator belore CvberKnife
cquipment is acquired. and c) the current utilization rate of Area 18°s linear accelerators. in my
opinion is unreasonable. Morcover, when need is identified in future SMFPs. Cape Fear Valley
or other Area 18 providers may be eompelled to add an EBRT linear accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). | am
certain that Area 18 is truly in a unique position relative to its large population and its inability to
cepiace a ignly uilized finear aceclerator with CyberKnife equipnient for stereotactic
radiosurgery. It doesn’t seem fair that areas with fewer capacity constraints should have better
aceess (0 SRE/SRT services than other areas in North Carolina.

I'am convinced that after review of the reasonable rationale submitted by Capc Fear Valley
Health System that a need adjustmem to the State Medical Facilities Plan (SMFP) to add the
need for a CyberKnife Stereotactic Radiosurgery System in Arca 18 is warranted. has merit and
should be approved. Thank you for your sincere consideration of my support and Cape Fear
Valley's request,

ncerely, _
e %\/ C/%
John G. Bdic_ Jr.. C

President Cape Fear Valley Health Foundation Board of Trustees
Member Cape Fear Valley Health System Board of Trustees
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Mr. Tom Elkins RECEIVED
Medical Facilities Planning Section
The Division of Health Service Regulation AUG 02 2607
2714 Mail Service Center
Raleigh. NC 27699-2714 Medical Faciiiec
Planning Section

IDear Mr. Elkins:

Recently, | received information from Cape Fear Valley Medical Health System
(CFVHS) advising that a request for a CyberKnife Stereotactic Radiosurgery System was
denied by your section.

I would like to request that due to the significance of the geographic location and
the population in our region you reverse this decision, make an adjustment to need
determination. and grant this certification of need for the CyberKnife Stercotactic
Radiosurgery System. Our military base alone will increase by 2,100 people before the
year 2010. As you know, our area is still the predominate metro-hub in southeastern
North Carolina, and 1 feel the requested system would be of great value to the citizens of
Cumberland and surrounding counties.

Y our consideration of this request is appreciated, and if vou have any questions or
I can be of further service, please contaet me.

Sincerely.

’

John W. “Bill” Hurley
JWHm




ROBIN HAYES

B Dhocrbe £ H moor [ade s

T30 L ANNIIN HTUSE OF IR B
WASHMING TOR [ 2t Y
Jin M AT
Fhs 207 »3% 400
wintm Bdeawd s Mayrs

LiLmAW TTRES

COMMITTLE (b ARMED SERVvILL
DOMMITTEER SN AGHIL ST HE
JORARITTIE DN TRARSPORTATOON Al SFRASTRUL LML

Tlashington, PE 20515-3308
August 2, 2007

Mr. Tom Elkins
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N

Congress of the Unmted States
House of Representatives

The Division of Health Service Regulation

2714 Mail Service Center
Raleigh, NC 27699-2714

Dear Mr. Elkins:

1 am writing to you on behalf of Cape Fear Valley Health System in Fayetteville, North
Carolina. CFVHS has brought to my attention their concern over a need adjustment to

the State Medical Facilities plan (SMFP) to add a Cyperknife Stercotactic Radiosurgery
System in Area 18, as well as, their intent to file a petition for aneed adjustment to The

Division of Health Service Regulation in July 2007.

CFVHS has expressed 1o me their belief that replacing one of its fully-utilized linear
accelerators will not best serve patients and that area residents should have access to

DFS Heatrh Planning
RECEIVED

AUG O v 2007

Medical Facilities
Planning Secrion

leading edge technologies accessible to other North Carolina residents.

I thank you for your attention to this issue, and [ ask that you give their request your full

consideration.

Sincerely,

obin Hayes
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HAROLD L. GODWIN. M.D.
1813 Lakeshore Drive
Favetteville. NC 283(5-5240)
Phone: (910) 484-8311
Fux: {910) 609-6714
E-mal: hininagodwin@ webiv net

August 8, 2007
DFS Hetly
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Dyear My Flkins

Please know that Tan m support of Cape Fear Vallev Health SVSTem's request 1 petiioning for a
need adjustment o the Stare Medical Faalities Plan (SMEP) to add the need for g Cyvherlntte
Steteotacte Radiosurgery System i Area 18 The health sestem s convineed that replacing one of
s tully-unlized hinear accelerators will not best serve putients and that area residents should have
aceess to deding edge technologies iccessible o other North Carolina restdents. As a long nime
resident of Cumberland County, former practicing Internal Medicine phyvsician, former CEO) of the

Dyuke »outhern Area Health Lducanon Center, and 4 stre g supporter ot healtheare iy
communiry, T know that we need the best possable healtheare and headdh technology wvalable for the

atizens of Camberland Counry and this regron.

bor Cape Bear Valley wong with the residenes of Area 18 o possibly not be uble to g access 1o
Cyherhnite technology canadenny ay the current inear accekerator methodologe, by the CON
sectton’s mterpretanion rthat the SMEP demonsarate a need for an aceelerator before CyberKnife
cquipiient s acquired, and ¢ the current volizaton rate of Area 18« linear accelerators, in my
opiuon s unreasonable. Morcover, when need odennfied i future SMIFPs, Cape Fear Vallev or
other Area 18 providers oy be compelled to add an EBRT lincar acceleruor given the capactty
constranis (surely ro be created 1t one of the current wecelerators is replaced). 1 am convineed that
Area I8 truly meacunigue positionc relative to s loge population and its mabihte to replice a highly
utilized hiear aceelerator wirth CyberKntfe equipment for <tereotactic radiosurgery. 1t doesn’t seem
tarr that areas with foewer capacity constranes should have betrer aceess to SRS SR services than

other arcas 11 Norch Carolina

Hopefullv, vou will be convineed by the rewsonable runonale submutted by Cape Jear Valley Health
Suatem that a need adjostment to the State Medical Facilities Plan (SMEDP) to add the need for s
CyberKnite Srereotactie Radiosurgery Svstem in Area 18 18 warranted and has merit, Thank vou for
vour sincere constderaton of Cape Fear Valley's request.

smcerely,

Flarold . Godwin, MDD,
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Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

I am writing this letter in support of Cape Fear Valley Health Systems being allowed to have a cyber
knife.

| don’t know anything about a cyber knife but | do know about the suffering of cancer. | have had
prostate cancer for 15 years. Twice | had to take radiation and to date | am taking chemo therapy for
bone cancer. In January of this year we discovered that my wife had cancer and had to have her uterus
removed in February. In March we found that she had breast cancer, had surgery and then had to have
radiation. Because of all of this | have seen cancer patients for 15 years and | know how severe their
suffering is and | know that the people of Cape Fear valley Cancer Center are not only professional, but
are the most caring and kind people that you could find anywhere.

I realize that in your job money is more important to you than suffering; however, if you get cancer
you’ll find out that money becomes very unimportant — you want the people taking care of you to have

the best and latest equipment.

The Fayetteville area services over a half million population. Mr. Elkins, Cape Fear Valley Hospital
Systems and we cancer patients need and deserve the equipment for the cyber knife.

James D, DeVane, 1l

cc: J.Korzen, L. Clark




Health & Healing
2623 Westchcester Drive
Fayettevilie, NC 28303-5227
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July 31, 2007 AUG 02 2007
Mr. Tom Elkins mﬁah@

Medical Facilities Planning Section
Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Decar Mr. Fikins:

1 am writing on behalf of Cape Fear Valley Health System (CFVHS) to request your
support in adjusting the definition of “need” for the system. As a retired MCH nursing
consultant with the Division of Health Services, I support the need for your agency to
oversee allocations of “high- dollar™ medical equipment in our State. In my former life, I
found that the Cumberland-Bladen-Robeson-Sampson geographic area was always trying
to play catch-up with the rest of North Carolina in obtaining the cquipment needed to
provide appropriate services to the population in three of the geographically largest
counties of our State. Because we are still trying to catch up on equipment and because
of the geographic size of the area, we needed the Linear Acceleator placed at the Health
Pavilion North campus of CFVHS to meet the needs of our citizens.

Today, we are also in a new era for Cape Fear Valley Health System. In addition to the
more routine services found in a large medical center, we are ready to provide cutting-
edge technology. We are also attempting to reach out to the surrounding countics to meet
the needs of the medically underserved population in this large region as well as that of
Cumberland County. In addition, Ft. Bragg is one of the bases that is in the process of
enlarging under the Base Realignment and Closure (BRAC) recommendations: and, Ft.
Bragg is a base of choice for soldiers who have exceptional family member needs. Our
neurosurgeons serve both soldiers and their dependents. It is anticipated that we may
also sec the need for CyberKnife Stercotactic Radiosurgery in this younger population.

Last November we requested approval for the CyberKnife. Please see my attached letter
of support dated 11/09/06. Nothing has changed, except my friend. the cancer patient
who could have used this type of surgery. has died. We still have the support of the
multiple physician practices and people in need. While we still need and utilize the
Lincar Acceleator when it is appropriate, we also have a need and responsibility to
provide cutting-edge technology to the population of Southeastern North Carolina which
the CyberKnife Stereotactic Radiosurgery system will provide.  While this is a large
geographic area, Fayctteville is easily accessible to all major areas in the surrounding




countics. We hope you will consider the placement of the CyberKnife at Cape Fear
Valley Health System to meet your objectives: to promote and encourage cost-effective
quality health care services and to expand the health care services to an area that s
medically underserved. With your support, we, the trustees of Cape Fear Valley lealth
System, are willing to take on this responsibility.

Thank you in advance for expanding your consideration to enable us to meet the needs of
the population of southeastern North Carolina.

Sincerely,

P e

Mary Buie, RN, MPH, Secretary/Treasurer
Cape Fear Valley Health System Board of Trustees

('c: Lynda Clark
Joyce Korzen

R




Health & Healing

2623 Westehester Drive
Fayetteville, NC 28303-5227

November 9, 2006

Ms. L.ynda B. Clark

Vice President, Professional Services
Cape Fear Valley Health System
1638 Owen Drive

Fayetteville, NC 28302-2000

RE:  Support of CON request for CyberKnife Stereotactic Radiosurgery System
Dear 1.ynda,

[ am writing this letier to support Cape Fear Valley Health System’s certificate of need
application 1o cxpand its ability 10 provide state-of-the-art-services to the citizens of
Cumberland County and southeastern North Carolina.

I 'was truly excited when I heard the presentation you made ar a board of trustees
committee meeting. Your presentation was great. but the enthusiasm of Dr. Hugh Bryan,
the radiation oncologist was invigorating. I have also talked with Drs. Carol Wadon and
Bruce Jaufmann, two greal neurosurgeons on staff at Cape Fear Valley and they, 100. arc
excited about the ability they will have to perform finite surgery.

I personally know several people who have had cancer for several years. One is now
dealing with metastasis 1o the lung in a Jocation 100 close to the spinal column for surgery
using our present technical capability. The CyberKnife System would be God-sent for
her. I'look forward 10 being able to help people, like my friend, with this new capability.
This has been presented to the Cape Fear Valley Health System Board of Trustees.who
looks closely at the cost of new technology in relation 1o the need of our citizens. We
overwhelmingly recommended that the CON 10 pursued.

Cape Fear Valley Health System has the backing of the Board of Trustees, the
excitement and commitment of multiple physician specialties and a population in
need of this service.

[ wish 1o thank the CON Section for consideration of this request and | strongly
encourage the CON Scetion 1o approve the Cyberknife Stereotactie Radiosurgery System
for Cape Fear Valley.

Sincerely,

Mary G. Buie, RN, MPH. Trustee
Cape Fear Valley Health System
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Planning Secrios

Raleigh, NC 27699-2714

Re:  Petition for a need adjustment to the SMFP (0 add CyberKnife
Cape Fear Valley Health System

Dear Mr. Elkins:

It is my anderstanding that Cape Fear Valley Health System is requesting a need
adjustment to the State Medical Facilities Plan (SMFP) to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18. | certainly support this request.

Cumberland Coumy. along with surrounding counties. is experiencing rapid growth.
This is creating major needs important to the number of patients in this large area. This
CvberKnife Stereotactic Radiosurgery System is needed to support the treatnient needs of
the patients and the physicians.

I cncourage the Certificate of Need Section to adjust the need determination for
development of a CyberKnife Stercotactic Radiosurgery System for our Health System
and the citizens of Cumberland County and surrounding arca.

Sincerely,

ﬂtﬂ/& ]

Richard .. Player 111
2220 Bawview Drive
Fayeteville, NC 28305
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Technology and Equipment
Committee Meeting

August 29, 2007

Radiation Oncology Services -
Linear Accelerators

Material Related To

Linac Petition-3: Rex Hospital




COMMENTS AND PETITION FOR CORRECTION TO THE INVENTORY

Petitioner:

Rex Hospilat DFS Healths Piassin,
4420 Lake Boone Trai RECEIVED
Raleigh, NC 27607

Represented by: A5O3 200/
Rebekah Swain

Director. Strategic Planning Medical Faciliries
(919) 784-4483 vt SeeTion

Executive Summary:

Rex Hospital requests that the State Health Coordinating Council adjust the inventory of
linear accelerators shown on pages 109 and 111 of the draft 2008 State Medical
Facilities Plan to correct the omission of the Franklin Regional Cancer Treatment Center.

Background:

The petilioner, Rex Hospital. is located in Wake County and provides cancer treatment
services in the Rex Cancer Center  The Rex Cancer Center was the first accredited
comprehensive community cancer center in North Carolina, as designated by the
American College of Surgeons. Rex provides radiation therapy services on four linear
accelerators, all currently tocated on its main campus in western Raleigh.

Franklin Regional Cancer Treatment Center is located in Louisburg. Franklin County,
NC. Franklin County, together with Wake and Harnett Counties, compnse linear
accelerator Service Area 20 as shown in Table 91, pages 112-114 of the draft 2008 State
Medicat Facilities Plan (“draft Plan™).

Franklin Regional Cancer Treatment Center (FRCTC) began providing services on May
1, 2006, as shown in Exhibit A, an articie from the Frankiin Times dated Juty 7, 2006.
The article states that the facility was to hold an open house on the following Tuesday,
July 11, 2006.

In August 2008, CON Agency Analyst Michael McKillip wrote to FRCTC, requesting
documentation of the purchase of the linear accelerator being used to provide radiation
therapy services. In September 2006. Lee Whitman, acting as representative for
FRCTC, responded to Mr. McKillip's inquiry by providing documentation that the linear
accelerator and simutator were purchased below the $250,000 limit in July 2005, before
the law changed in August 2005 The CON section has issued no response 1o this
matter FRCTC continues to treat patients each day on its linear accelerator.

Requested Change:

Rex Hospital respectfully reguests that Franklin Regional Cancer Treatment Center be
included in the inventory of radiation oncology service providers for Service Area 20. If
this change is not made, the inventory will continue to be incorrect and misleading.

Thank you for the opportunity to review the draft Plan and provide our comments.
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Cancer Treatment Center improves quality of care (relevance: 100%, date: July
7, 2006)

Since May 1, the Franklin Regional Cancer Treatment Center has been providing state-of
the-art care for patients in and around the county.

The center, located on Jolly Street in Louisburg, brings together chemotherapy and
radiation treatment in one location.

91t?s a valuable new resource for local citizens,? said Paige Mcl.aurin, the company?s
property and office manager. ?Not only does it make it more convenient for the patients,
hut it also improves the quality of care by enhancing coordinating the efforts.?

2007 Relay for Life plans get going this Friday night (relevance: 57.4%, date
Nov 14, 2006)

As the co-chair of the Franklin County Relay For Life, 1 would like to take this opportunit
to express appreciation to the citizens of Franklin County for supporting the fight against
cancer.

Relay for Life: fighting against cancer all year long (relevance: 54.6%, date:
APpr 27, 2007)

As 1 reflect back on Friday night?s Relay For Life {April 20) and the pecple whose exister
has been impacted throngh despair, loss, hope and victory, it brought back a sad, yetswe
remembrance of my Uncle Jim, while suffering from the latter stages of lung cancer stll
making his way to a nearby Lizard?s Thicket restaurant and allowing me the chance to
spend a couple of nights at his home on the outskirts of Columbia S.C., before | headed 0
to Florida,

RELAY FOR LIFE (relevance: 52.3%, date: Jan 12, 2007)

Variety show

9Famous? New Hope hot dogs, along with homemade french fries, will be sold at New Hc
Christian Church on Saturday, Jan. 13, from 5to0 6 p.m.,, followed by a variety show at 6:;
p.m.

Proceeds will be donated to the American Cancer Society. Yard Sale

Rock Spring Baptist Church Relay For Life team will have a yard sale Saturday, Jan. 27 (;
a.m. - until), between Jeffrey?s and Annie Lee?s on Highway 39 South. All proceeds will

benefit the American Cancer Society. Steak Dinner

Rock Spring Baptist Chureh Relay For Life team will be hosting a steak dinner Saturday,

http:h"wxw.r,thef‘ranklintimcs.conﬂscarch,php?scarch=canccr+lreatmancenter&whaFal]&“. 7/30/20607




Exhibit |
Cancer Treatment Center improves quality of care

By CAREY JOHNSON, Times Staff Wnter

GETTING READY . Assistanis Wiima Hooker, lefl, and Jamic Jenkins, help a paveni gen ready lor a radianon teatment

{Timnes phoio by Cacy Johnson)
Since May 1, the Franklin Regional Cancer Treatment Center has been providing state-of-the-art care
for patients in and around the county.

The center, located on Jolly Street in Louisburg, brings together chemotherapy and radiation treatment
in one location.

?It?s a valuable new resource for local citizens,? said Paige McLaurin, the company?s property and
office manager. ?Not only does it make 1t more convenient for the patients, but it also improves the
quality of care by enhancing coordinating the efforts.?

Her husband, Dr. Bob McLaunn Jr,, agreed.

Two years ago, a Rocky Mount group of oncologists opened a satellite chnic in Franklin County but
could only provide chemothcrapy.

http://wiwvw.thefranklintimes.conv/news.php?viewStory Printer=973 7/30/2007
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Cancer sufferers had to go elsewhere for radiation treatment.

?When they brought chemotherapy treatment here, that was a big step ... but a big clement 15 radiation
oncology,? Dr. Mcl.aurin said. ?The two can work together.

?Unul recently, (patients) had to go to Hendcerson, Raleigh or Rocky Mount to receive the radation
treatment.?

That?s because the key mechamsm for radiation treatment 7 a linear accelerator ? isn”7t exactly cheap.

The device, which costs mitlions of dollars, delivers a unuform dose of high-energy X-ray to the region
of the patient?s tumor.

The X-rays can destroy the cancer cells while sparing the surrounding normal tissue,

In the office, oncologists and other staff coordinate a course of care, using patient history, expertise,
computer equipment and other devices to treat cancer.

Dr. McLaunn works in the office with Drs. Franciso Castillos and [Daniel Crocker.

Mcl.aurin, whos lived in Wake County for 18 years, though, has been involved in designing and
developing new cancer centers for over 20 years, including centers in Missount and Pennsylvania.

His last four centers have been in North Carolina.
He said Frankhn County was a destination spot for him.

21t has always been my goal to be able to develop a center 1n a siall community where we can provide
customized care for patients,? he said. ?This 1s the sixth center and hopefully will be the last.

?17ve been working to try to get to this point to get into a small community and really participate withits
members 10 try to develop center that would be valuable to all.

21178 already been quite clear from hospital administrators to the citizens of the community to the
Chamber of Commerce that everyone is very supportive of our being here and providing this service to

the patients.?

The Franklin County Chamber of Commerce is hosting a nbbon cutting ceremony, set for noon on
Tuesday at the center at 113 Jolly St
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